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DATA PACKAGE BEAN SHEET 
Date: 20..Jul~2011 

Page1of3 

***Registration Information*** 

Registration: <n4:~6:_Rf'_204j!((;J:l!JQL __ 

Company. 2724. WELLMARK INTERNATIONAL 

Risk Manager: ~~- !3- fv!_~_!:_~--~-~~~~_: __ (~Q3J -~Q?~_2!~?_.!'3:9Cl_~!!'-~~1 -~-:?3~ 

Risk Manager Reviewer: ~~v_i!l __ ?:~Ell:'~_!'(~"Y~~~-~-'!:-

Sent Date: Calculated Due Date: 12-Nov-2011 

TYPe of Registration: Produ~ Re_g!sti!'J!o/'1 _ _:_ S:_0_ion 3 

* * * Data Package Information * * * 

EXpedite: 0 Yes e No Date Sent: 20-Jul-2011 

DP Ingredient: 8~~-l;'~_g_e __ ~----

DPTitle: 

CSF Included: 0 Yes • No Label Included: • Yes 0 No Parent DP #: 

Date In Date Out 
--------- ------

Decision #: 450779 

DP #: {392061) 

PRIA 

Parent DP #: 

Submission#: 898012 

E..Sub #: 

Edited Due Date: 

Due Back: 

Organization: RD I TRB Last Possible Science Due Date: 13-0ct-2011 ------------------

Team Name: TOX Science Due Date: 

Reviewer Name: Sub Data Package Due Date: 

Contractor Name: 

* * * Studies Sent for Review* * * 

Printed on Page 2 

* * *Additional Data Package for this Decision * * * 
No Additional Data Packages 

* * * Data Package Instructions * * * 
Byron, 

Please flund attached the Wellamrk response to your review regarding CAS for puppies for 21724-796. These data are atso cited for 2724-8 I 1, 
which is attached. 

The registrant originally submitted this response and it got coded as a 570. They are now submitting as a R340 under PRJA 

Kevin 
305-5063 
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Page 2 

OP#: (392061) ***Studies Sent for Review" *" 
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Page 3 

DP#: (392061; ***Product c. . Data Package Ingredients*** Decision#: (450779) 

~5733-16-6 

J128965 ~0844-07-1 

~67501 ~1-03-6 !Piperonyl butoxide(5%) 

1105402 }65733-1 6-6 Js-Methoprene(3.6%) 

~0844-07-1 Ethofenprox(30%) 
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!SB 'S Front-end PRJA Completeness Screen 
Draft 3; 10/25/07 

-· 

l'l' ;\ Rc 'r.;cipl Oat<.:: SEP - 1 2009 EPA Reg. Number: 

Check List Item 
·. .. 

II 
I' 

as the PRIA Fcc been Paid; is a copy of the check or 
;Jy.g<>v receipt included in the Submission Package? 
--

lo 
') s 

·an Application Form (EPA Fonn 8570-1) Included in the 
uhmiss.ion Package, is it completely tilled out and signed 

II >t..:ludi ng package type? 
--·-·-

· u Coufidential Statement of Formula (EPA Fonn 8570~ b 
J 2 

li 
9) _Included in the Submission Package, is it completely 
II ed Dut and signed (boxes I ~21 )? 

I ,. 
' 

·---

'a Formulator's Exemption Statement (EPA Form 8570-lo 
2 7) Included in the Submission Package? 

----·---·· 

• 11 Ccrtific:ttlon with Respect to Citation of Data (EllA h 
I orm S57o<:;4) Included in the Submission Package? 

----------
·a Dat11 Mntrix (EPA Form 8570-35) Included in the 
uhmission Package? 

Is 
s 
----~ 

· a La he! Included in the Submission Package'? 
--~----~· 

X ;\ re l>;tta lnduded in the Submission Package? 

<J ts ·the Submission an Amendment? 

)7)£{-

Yes 

;{ 

x 

-,< 

f. 
f 

770 

No NIA 

i 

~ 
---

;( 
~-

;( 
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REGULATORY LABEL DATA SHEET 

File Name: 

Product: 

Approved: 

OVERVIEW: 
mitigation text 

Page# 

1 

2-3 

4 

Epa amend add puppies 
enhanced 311 

RF2042 [COSO] 

Data Sheet Date: 

EPA Reg#: 

Supercedes: 

June 2011 

2724- 796 

1/19/10 

Label amendment to add use on puppies 10 weeks of age or older plus add topical risk 

Description of Major Changes 

Added "For Use only ... " and ''Do not use on cats" to front panel per risk mitigation text 

Marketing claims: added Puppies 

Added "'Controls fleas, ticks and mosquitoes for up to one month'' 
and ''Monthly treatment for control of fleas, ticks and mosquitoes'' 

Ingredient Statement- deleted option of back panel placement 

revised PBO reference per DCI 

Net Contents- added fl oz as main net contents expression 

Added risk mitigation text and added puppy use 

Added Use Restrictions per PBO DC! 

Precautionary Statements- added puppies 

Added risk mitigation text 

Added text to be included on individual applicator 
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RF2042 [COSO] 
Front panel- For Use Only on Toy {6-12 lbs.), Small {13-31 !bs.), Medium {32-55 !bs.} Large [56-80 lbs), 
and Extra Large {811bs and over) Dogs/Puppies 10 Weeks of age or older 
Front panel- !CON- DO NOT USE ON CATS! 
[Flea & Tick [& Mosquito][Treatment] [and] Control for Dogs & Puppies 10 weeks 9-m-en#ls of age or 
older] 
Effective on indoor and outdoor dogs/puppies 
([1][3][4[[6] monthly treatments) [1][3][4][6] Months Supply [24][48] doses 
Each tube [applicator] [kills fleas & ticks for 3 weeks] and [kills and repels mosquitoes for 3 to 4 weeks] 
[Protects for up to [Four/4] Weeks][One month][Four/4 Week [Fiea][Tick][Mosquito] Treatment] 
[Controls fleas, ticks and mosquitoes for up to one month][Monthly treatment for control of fleas. ticks and 
mosquitoes 
[Aids in Control of Ticks for up to 30 days] 
Contains an Insect Growth Regulator (IGR) to kill flea eggs and prevent flea development for 

[more than 10 weeks] up to [75 days][2.5 months] 
[Starts Killing Fleas and Ticks within 15 minutes] 
[Kills 85% of ticks within 48 hours][Kills more than 50% of fleas in 2 hours] 
[Dual Action kills adult fleas and prevents flea development] 
[Breaks Flea Life Cycle for [more !han 10 weeks] up to [75 days][2.5 months] 
[Controls flea reinfestation for [more than 10 weeks] up to [75 days][2.5 months] 
[Kills fleas, ticks, mosquitoes, flea eggs and flea larvae] [Dual protection {against fleas and ticks)] 
Kills the Deer Tick, which may transmit Lyme Disease 
Kills and Repels mosquitoes {a major carrier of canine heartworm) 
[With [S-Methoprene] Insect Growth Regulator [IGR] to Break Flea Life Cycle] 
Convenient, easy to use ACCU-TIP DISPENSER [applicator][tube] 
Spreads naturally with dog's/puppy's movement {skin and hair oils) 
[Formula][Contains lanolin for coat conditioning] 
[Water Resistant] [to keep killing fleas and ticks in humid and wet conditions] 
[Fast Acting][Long Lasting][Kills Fleas and Ticks by Contact] 
[Easy to use] Longer applicator tip for easy application to long-haired dogs/puppies 
[Fresh][Ciean][[Scent][Smell] 
[Reapply monthly] [Suitable for year-round use][Month] sticker for home calendar 
[Satisfaction guaranteed or your money back] 
Alternate Applicator claims: Unique applicator [tube] with flow control 
[no drip][no mess][application][applicator][tube] 

(Front or Back panel) 
ACTIVE INGREDIENTS: 
Etofenprox (CAS# 80844-07-1) .................................................................... 30.0% 
S-Methoprene (CAS# 65733-16-6) ................................................................. 3.6% 
Piperonyl Butoxide (CAS# 51-03-6)' ............................................................... 5.0% 
OTHER INGREDIENTS: ................................................................................ 61.4% 
TOTAL 100.0% 

*Equivalent to minimum 1.0fl.% {butylcarbityl) (6-propylpiperonyl ether) and ~related comj:'oUnds 

KEEP OUT OF REACH OF CHILDREN 
CAUTION 

See Back Panel for [Ingredients and] Additional Precautionary Statements 

NET CONTENTS: One: 0.05 n oz1(1.5 cc) Applicator [tube] (Toy Dogs)/0.10 fl oz (3.0 cc) Applicator ~tube] 
(Small Oogs}/0.15 fl oz (4.5 cc} Applicator [tube] (Medium Oogs)/0.20 fl oz (6.0 cc! Applicator 
[tube] (Large Dogs)/0.30 fl oz {9.0 cc) Applicator [tube] (Extra Large Dogs) 

EPA Reg. No. 2724-796 EPA Est. No. 
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RF2042 [CDSO] 
IMPORTANT! DO NOT USE on DOGS/PUPPIES LESS THAN 10 WEEKS~ of AGE'"' 
beSS 
READ ENTIRE LABEL BEFORE EACH USE. USE ONLY ON DOGS/PUPPIES. DO NOT USE ON 
OTHER ANIMALS! 

[Back panel] 
DO NOT USE ON CATS 
Keep cats away from treated dogs for 24 hours. If applied or ingested, contact your veterinarian 
immediately. 

[RF2042 [COSO] prevents flea eggs from developing into adult fleas [more than 10 weeks] 
for up to [75 days][2.5 months]. RF2042 [COSO] also kills fieas and ticks for 3 weeks and kills and 
repels mosquitoes for 3 to 4 weeks.][RF2042 [COSO] treats fleas. ticks, and mosquitoes for up to one 
month and prevents flea eggs from developing for up to 2.5 months.] 

DIRECTIONS FOR USE: It is a violation of Federal Law to use this product in a manner inconsistent 
with its labeling. 

USE RESTRICTIONS: 
The maximum application rate for this product is twice per month, and the second application must be 
made more than 8 days after the initial application. 

RF2042 [COSO] works by application directly to the dog'stpuppy's skin, not to the hair. When 
applying, manually push aside dog's/puppy's hair to allow direct application to the skin. Do not get 
this product in dog's/puppy's eyes or mouth. 

[(Note: Application now assumes one applicator per animal per application)] 
[Note: Each package contains sufficient tubes/applicators for [X] applications] 
FOR [TOY][SMALL][MEDIUM] SIZE DOGS/PUPPIES 
1. Bend at perforation and tear off first applicator [tube]. [ 
2. Hold applicator [tube][and bend area of plastic at perforation, tear off and discard.] Hold 

applicator [tube] upright and snap tip back, away from face and body. 
3. The dog/puppy should be standing for easy application. Apply RF2042 [CDSO] should be apj>lj€4 

evenly to [two spots](toy dogs)[three spots](small or medium dogs) on the top of the back from the 
shoulder to the base of the tail. At each spot, part the hair until the skin is visible. Place the tip of 
the tube on the skin and gently squeeze to expel a portion of the solution on the skin. Do not 
apply an excessive amount of the solution at any one spot that could cause some of tl !>7 f:.nlution 
to run off the side of the dog/puppy. 

4. Do not spread RF2042 [COSO] by hand over the dog/puppy. Although the dog'slpuppy'3 s"in and 
hair oils will naturally distribute the application over the entire dog/puppy, b·u::;i!ir·g the dog/puppy 
12-24 hours after application will help to distribute the material over the skin .. 

5. Do not reapply product for 30 days unless re-treatment is required, but not sc;,on.;r than R d<=~.ys 
after the initial treatment. Do not retreat more than once per month .. 

6. Discard empty [tube][applicator] as described in Storage and Disposal 
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[Note: Each package contains sufficient tubes/applicators for [X] applications] 
FOR [LARGE][EXTRA LARGE] DOGS 
1 Bend at perforation and tear off first applicator [tube]. [(Note- multi-application pack)] 
2 Hold applicator [tube][and bend area of plastic at perforation, tear off and discard.] Hold 

applicator [tube] upright and snap tip back, away from face and body 
3 The dog/puppy should be standing for easy application. Apply RF2042 [COSO] evenly to four or 

five spots on the top of the back from the shoulder to the base of the taiL At each spot, part the 
hair until the skin is visible. Place the tip of the tube on the skin and gently squeeze to expel a 
portion of the solution on the skin. Do not apply an excessive amount of the solution at any one 
spot that could cause some of the solution to run off the side of the dog/puppy. 

[Alternate Directions for Use for multi~tube application 
3 The dog/puppy should be standing for easy application. Using the first applicator [tube], apply 

RF2042 [COSO] evenly to four or five spots on the top of the back from the shoulder to the base 
of the taiL At each spot, part the hair until the skin is visible. Place the tip of the applicator [tube] 
on the skin and gently squeeze to expel a portion of the solution on the skin. Do not apply an 
excessive amount of the solution at any one spot that could cause some of the solution to run off 
the side of the dog/puppy. Using the second applicator [tube], apply as indicated for first 
applicator [tube] except start application at base of tail and apply on top of the back to the 
shoulder. 

4 Do not spread RF2042 [COSO] by hand over the dog/puppy. Although the dog's/puppy's skin and 
hair oils will naturally distribute the application over the entire dog/puppy, brushing the dog/puppy 
12-24 hours after application will help to distribute the materia! over the skin .. 

5 Do not reapply product for 30 days unless re-treatment is required, but not sooner than 8 days 
after the initial treatment. Do not retreat more than once per month. 

6 Discard empty [tube][applicator] as described in Storage and Disposal 

RF2042 [COSO] is most effective when used as part of a total flea and tick management program. 
Use other [Brand Name] products registered for residential area control of these pests in conjunction 
with this treatment. Monthly treatments are required for optima! control and prevention of fleas. 

[The successive feeding activity of fleas on pffis-dogs/puppies may elicit a hypersensitivity skin 
disorder known as flea allergy dermatitis (FAD). Treatment of ~ogs/puppies with RF2042 
[COSO] rapidly kills fleas and may reduce the incidence of this condition.] 

[RF2042 [COSO] is water resistant and remains efficacious following exposure to rainfall or 
swimminq.l 

TREATMENT SCHE'DULE 
Dosaoe: 1 aoc !icator everv 30 davs oer doalauoav 

Pet's Name First Treatment Date Second Treatment Date 
(30 Da s From 15t) 

Remmder: ! purchased RF2042 [COSO] from. =--=-c~..,--,-;c----,;-:-:-c 
Treatment table can be expanded based on package size. (6 months) 

Third Treatment D~te: 
(30 Davs From 2nd 

-------
------

NOTES. --------

STORAGE and DISPOSAL: . Pesticide Storage: Store in a coo! area away from child ron and 
animals. Disposal: If empty: Do not reuse container [tube][applicator]. Place in trash N 0ff~,. for 
recycling if available. If partially filled: Cal! your local solid waste agency for disposal instructions. 
Never place unused product down any indoor or outdoor drain. 
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PRECAUTIONARY STATEMENTS 
HAZARDS TO HUMANS AND DOMESTIC ANIMALS- CAUTION 
DO NOT USE ON DOGS/PUPPIES LESS THAN 6 MONTHS10 WEEKS OLD. For external use only. 
Causes moderate eye irritation. Avoid contact with eyes or clothing. Wash thoroughly with soap and water 
after handling and before eating, drinking, chewing gum, using tobacco, or using the toilet. Repeated 
exposure to etofenprox can cause skin irritation. Consult a veterinarian before using this product on 
debilitated, aged, pregnant, nursing, or animals on medication. Sensitivities may occur after using ANY 
pesticide product for pets. If signs of sensitivity occur, bathe your pet with mild soap and rinse with large 
amounts of water. If signs continue, consult a veterinarian immediately. Some dogs may experience hair 
loss or temporary skin irritation at the application site. If signs persist or become more severe. contact 
veterinarian immediately and report incident to company at 1-800-XXX-XXXX. 

FIRST AID 
If in eyes ' Hold eye open and rinse slowly and gently with water for 15-20 minutes. 

• Remove contact lenses, if present, after first 5 minutes, then continue rinsing 

• Call a poison control center or doctor for treatment advice . 
Have the product container or label with you when calling a poison control center or doctor or going for 
treatment. You mav also contact 1-800-XXX-XXXX for emerqencv medical treatment information. 

WARRANTY AND CONDITIONS OF SALE: 
Seller warrants that this product conforms to the chemical specifications expressed on the !abel. To the 
extent consistent with applicable law, Seller makes no other warranties, and disclaims all other warranties, 
express or implied, including but not limited to warranties of merchantability and fitness for the intended 
purpose. To the extent consistent with applicable law, seller's liability for default, breach, or failure under this 
label shall be limited to the amount of the purchase price. To the extent consistent with applicable law, Seller 
shall have no liability for consequential damages. 

In case of emergency or for product information, call 1-800-xxx-xxx.x. 

Wel!mark International 
1501 E. Woodfield Road. 200W 
Schaumburg, Illinois 60173 
[URL] 
Made in USA 

TEXT FOR INDIVIDUAL APPLICATOR 
Product name 
Etofenprox 30%, 5-Methoprene 3.6%, Piperonyl Butoxide 5% 
KEEP OUT OF REACH OF CHILDREN . 
CAUTION 
READ DIRECTIONS BEFORE USING 
EPA Reg No. 
Net Contents 

[ICON - DO NOT USE ON CATS] 
For Use Only on Toy (6-12lbs.), Small (13-31 lbs.), Medium (32-55 lbs.) Large (56-80 lbs), anri FYtn Large 
(811bs and over) Dogs/Puppies 10 Weeks of age or older 
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Decision Slatu.s 

Tracking 

Create ResUbmisslon 

FFS- letter.s 

Action Code History 
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([' g''i) 
~' .r .•. 
~,~ 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY Form Approved OMB Nos. 2070·0060; 2070-0057; 
1200 Pennsylvania Avenue, N.W. 2070·0107; 2070-0122; 2070-0164 

WASHINGTON, D.C. 20460 
Paperwork Reduction ActNolice: The public reporling burden lor this collection of intormation is estimated to average 0.25 hours per response lor registration activities and 0.25 hours per response lor reregistration and special 
review activities, including lime tor reading I he inslru~li~ns and completing \he necessary forms. Send comments regarding lhe burden estimate or any other aspect ot lhis collection ot intormalion, including suggestions tor reducing 
lhe burden to: Oirector, Collection Strate ies Division 2822T. U.S. Environmental Protection A enc . r200 Penns lvania Avenue. N.W .. Washin ton, DC 20460. Do not send the torm to this address. 

DATA MATRIX 
Date: June 14, 2011 EPARe No./File S mbol 2724-796 Pa e 1 of 1 
Applicant's/Registrant's Name & Address Wellmark International Product 

1501 E. Woodfield Rd., Suite 200 West RF2042 [COSO] 
Schaumburo, IL 60173 

In redients: S -Metho rene, Etolen rox, PBO 
Guideline Reference Number Guideline Stud Name MAID Number Submitter Status Note 
870.7200 Companion Animal Safety ------ Wellmark Iuterual ional OWN Submitted herewith 

870.7200 Conmanion Animal Safety 47844001 Wellmark International OWN 
870.7200 Companion Animal Safety 47835301 Well mark Iuternatioual OWN 
870.7200 Companion Animal Safety 47991101 Wellmark Ittternational OWN 

. 

Signature ~-~4£-
p.Jqf'1e 3'l'i Title Date 
James McFadden, Sr. Regulatory Project Manager June 14, 2011 

. EPA Form 8570-35 (12 2003) Elec\ronlc and Papervers1ons avaolable. Submit only paper version . 
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Please read insrructions on reverse before completing for. Form ApprO ~· OMB No 2070..0060 Approval expires 2·28-95 

,~,EPA 
United stales 

Environmental Protection Agency 
Washington, DC 20460 

Application for Pesticide- Section I 

Registration 
Amendment 
Other 

OPP Identifier Number 

1. Company/Product Number 

Wellmark lnternationall2724·7g6 

2. EPA Product Manager 

R. Gebken 
! 3. Proposed Classification 

h4c. 0C0Cmc,c,coy~tP'-roOd<:,c,c1 1;;Nc,.oo,1c------·-------------.. -·c,cMc,;;------·· --------·------.. ~-1 0 None 0 Restricted 

Wellmark lnternational/RF2402 (COSO) 13 

l~-c-c-----~----~-----·---tt-::-::----o::-c::c-:-----c~--:-----cc--;;c.c~cc-=c--·----
5. Name and Address of Applicanll Registrant {Include ZIP Code) 6. Expedited Review. In accordance with FlFRA Section 3{C)(3) 

Wellmark International (b){i), my product is similar or identical in composition and labeling to: 

150t East Woodfield Road, Suite 200 West 

Schaumburg, Illinois 60173 

D Check if /his is a new address 

~ Amendment- Explain below. 

D Resubmission in response lo Agency leller dated 

D Notification- Explain below. 

EPA Reg. No 

Product Name 

Section -II 

D Final printed labels in response to 
Agency leller dated 

D "Me Too" Appllcalion 

D Other- Explain below. 

-·-·------ ··--------·-·---··----.------·-··-··-
Explana1ion: Use additional page{s) it necessal)'. (For section I and sec lion II.) 

Enclosed please find materials to support a label amendment intended to add puppies to the label for this product. IJiie an S·Jbmitting o.le study, and the 
data will be reviewed in RD, not in other divisions. We therefore expect this action to be assigned to PRIA Category R340. A check;f{'r- $1'3~ 7 has been 
sent to the appropriate government tockbox in St. Louis. For questions, contact: James McFadden; Tet: (847) 330-5-::lC£, 'fa:.:: (847)' 330-5369; E-Mail: 
tmcfadden@central.com · ' ' 

Section- Ill 

1--"'·cM"""''"''e''"Th""''"-'=P"ro~d"""''''w""c' 'b''-''~"~'''''"'~""'"''~- _____ ~--------_ -------··------·--- ---,--·-----··· ·------~------
Child-Resistant Packag;ng ! Unit Packaging Water Soluble Packaging 2. Type ot Container , , ; ; , 

! tj::s @::s 
.i -='-----·--·- --- ----· .. ········~--·----- ----·····---

It "Yes Unit No_ per 1 It "Yes Unit No. per 
• Certification must be ! Packaging WQI. conlainer Packaging wgt. conlainer 

.!
' submitted 1.5/314.51619 cc t,3,6 

Melol 
Plastic 
Glass 
Paper 
Other (Specify) 

~ccc===--c-:c~==-- ----------' -------- L~------------~--"----
3. Location ot Net Contents 1nto1mation 4_ Size{s) Retail Conta;ner 5. Localion ot Label Directions 

0 Label 0 Conlainer 1.513!4.51619 cc applicators ~ On Label 

- 6_ Manner in Which Label is Affixed to Pr~d_oo_t ________ § ~~~~~~~:d _____ ----..... ---T!] CXher- pnnled ~~;~;~~~::~n:ro_d"-~---==----------

Section -IV 

1. Contact Point (Complete items dtrect/y below tor idenrificatlon of individual _robe contacred, if necessa2'~.f?._I~Eocess this app!iciltiOn.) 
-cc-~ 

Telephone No. (Include Area Code) Name , Title 

James McFadden Sr. Regulatory Project Manager (847) 330-5369 
-~-------- ---·------ ·-- ----·-··-·····-·------· 

Certification 

I certify that the stalements I have made on lhis rorm and all attachments lherelo are true, accurate and complete. 1 
acknowledge thai any knowingly talse or misleading slalements my be punishable by fine or imprisonment or both 
under applicable law. 

·---··----·--··-···· 

2-~~ 
4. Typed Name 

James McFadden 

3. Tille 

Sr. Regulatory Project Manager 

5_ Date 

June t4, 2011 

6. Dale Application 
Received 

(Stamped) 

EPA Form 8570-1 !Rev. 3-94) Prev1ous ed1t1ons are obsolete. While. EPA F1le Copy (original) Yellow- Applicant copy 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

JAMES MCFADDEN, PH.D. 
WELLMARK INTERNATIONAL 

June 28, 2011 

1501 E. WOODFIELD ROAD, SUITE 200 WEST 
SCHAUMBURG. lL 60173 

Report of Analysis for Compliance with PR Notice 86-5 

OFFICE OF 
PREVENTION. PESTICIDES AND 

TOXIC SUBSTANCES 

Thank you for your submittal of 17-JUN-11. Our staff has completed a preliminary 
analysis of the material. The results are provided as follows: 

Your submittal was found to be in full compliance with the standards for submission of 
data contained in PR Notice 86-5. A copy of your bibliography is enclosed, annotated with 
Master Record ID's (MRIDs) assigned to each document submitted. Please use these numbers in 
all future references to these documents. Thank you for your cooperation. If you have any 
questions concerning this data submission, please raise them with the cognizant Product 
Manager, to whom the data have been released. 
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Wellmark" 

June 14,2011 

~/~~c-L~ 
kaP~fr 

Richard Gebh:en, PM 13 
Registration Division (AMEND) 
Office of Pesticide Programs (7505P) 
U.S. Environmental Protection Agency 
Room S-4900, One Potomac Yard 
2777 South Crystal Drive 
Arlington VA 22202 

NR 485117.00 

James McFadden, Ph.D. 

Si Regulatory Project ,',;Cam::g&r 

Wellmark International 

1501 E. Woodfield Rd 

Suits 2DOW 

Scha.um::Ourg. IL 60173 

547 -330-5361? pr,:me 
347-330-5391 lax 

;mcladden@centrai.co;ll 

v.· .·:w .ce'ltra!lifesciences.com 

Subject: Submission of Label Amendment for a Product Containing Etofenprox: 
EPA Reg, No, 2724-811; RF2164 AIT COMBO 

Dear Mr. Gebken: 

Enclosed with this letter please find material to support a label amendment for Well mark 
International's product RF2l64 AfT COMBO (EPA Reg. No. 2724-811). The purpose of this 
amendment is to add uses on puppies to the existing label. We are also making a minor revision to the 
statement regarding potential adverse effects. 

The basis for this amendment, however, is discussed at length in a concurrently submitted label 
amendment for a related product, Wellmark EPA Reg. No. 2724-796, the RF2042 [CDSO]. That 
submission includes an additional report for review, revised data matrix, etc. 

The label amendment for the 2724-811, RF2164 AfT COMBO depends entirely on the data submitted 
with that application. Therefore, as far as we understand, this application (for 2724-811) should be 
classified as a secondary submission under PRIA category R340.1, since we expect the other 
submission to be R340, and is the primary submission. A check in the amount of $904.25 (I/4h of the 
PRIA R340 fee) has been submitted to the government lockbox in St. Louis, and a copy is enclosed 
with this submission. 

Because supporting material was included with the submission for 2724-796, this application for a 
label amendment contains only: 

Form 8570-1, Application for label amendment 
Revised label (5 copies) 

Please let me know if you have questions or need more information regarding this submission. 

Regards, 

~~ 
~~~~\1cFadden, Ph.D 
Sr. Regulatory Project Manager 
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Memorandum 

Date: I }'? I 1/ 

To: ----..L...L.:"----"'/,,_1 ___ ,Regulatory Manager 

From: Information Services Branch, ITRMD 

Your receipt of this data submission is not an 
indication that MRIDs for the enclosed studies have 
been posted to OPPIN. 

We expect that it will be approximately 5 days 
from the above date before the study-level data is 
available in OPPIN. 

If you have any questions about this process, 
please contact Teresa Downs (305-5363). 

This is a: ytW'ully accepted submission 
LJ partially accepted submission 
u rejected submission 
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21-Day Screen of Amendment 
(Completed by Contractor) 

21-day Expires on 7- ~-It 

Document Part Of: z 7 2. 'I- 7 9 (p 

MRID, If Any: 1..; 8 ~ t 1 7 

Content Scre~ecommended to 
~Fail 

86-5 Review: ~/Failed/NA 

Overall Status:&ail 

Document returned to: 

I 

y 
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PRIA 2-21 Day Content Screen Review Worksheet 
(EPA/OPP Use Only) 

3/23/09 
21 Day Screen Start Date: - I 7 - I I 
Experts In~Processing Signature: f/'1 F lln-n.""t ,_6,.~"" Date ft- Zl-1/ Fee Paid: Yes ~ 
Division management contacted on issues No Yes Date ______ _ 

EPA Reg. Number: 2 7 "2. ~t _ 7 9 (. EPA Receipt Date: (p-/7-1( 

Items for Review Yes No N/A* 

1 

2 

3 

4 

5 

Application Form (EPA Form 8570-l)(link to form) signed & complete 
including package type 

Confidential Statement of Formula all boxes completed, form signed, and 
dated Form to -
a) All inerts (link to http://www.epa.gov/opprdOOI/incrts/), 

including fragrances, approved for the proposed uses (see 
Footnote 

Certification with Respect to Citation of Data (EPA Form 8570~34) (Link to 
form) completed and signed (N/A if 100% repack) 

Certificate and data matrix consistent 

If applicant is relying on data that are compensable, is the offer 
to pay statement included. (see Footnote B) 

yes 

and signed (N/ A if source is unregistered or applicant owns the 

Data Matrix (EPA Form 8570~35) (Link to form) both internal and external 
copies (PR 98-5) (Link to PR 98-5) completed and signed (N/A if 100% 

Selective Method 

b) Cite-All (Fee category experts use) 

c) Applicant owns all data (Fee category experts use) 

no 

X 

5 Copies of Label (link to http://www.epa.gov/oppfeadl/labeling/lrml) 
6 (Electronic labels on CD are encouraged and guidance is available)( link to V 

http;/ /www .epa. gov/pesticides/regu latin g/registering/s ubm issions/index. h tm#labels I \ 

1 

X 

X 
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7 Is the data package consistent with PR Notice 86~5 (link to PRN 86-5) ,J 

Notice of Filing (link to 
8 h ttQ ://www .eJ2a.gov /eesticides/regulatin 2/to I era nee Qetitions.htm) included 

A with petitions (link to 
http :1/www .ejla.gov /p~sticid es/regulatingltoleran ces.h tm) 

9 
If applicable for conventional applications, reduced risk rationale (link to X http://www.epa.gov/opprdOOl/workplan/reducedrisk.html) 

Required Data (link to 
h ttQ :!lww w .eua.gov /gesticides/regulathu!ldata reguirements.htm) and/or 
data waivers. See Footnote C. 

a) List study (or studies) not included with application 

10 

2 
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Comments: 

~ 
yc. ·../1 <..vv) 'De c.u"'--se... 

w- ~s Q. ( f o 1\€ o •.• J
7 

\h_ '"':l;:>'\r~\-

5\~,)1 ~~> ', r,. \; •. \ l 
7 

re) '·~eel ( '"'<J '" H-5 

~ s~ f ~\'""'~\.\ c.\c,,~ of c,Af'; L~i-,o l.ky 

c\,,,.,,,1 or... ~\,._ \,"
5

;5 0
f' F11"1U\ (t,(J). 

G[jA//i 

") ~ L \k\ f•->S,,\ 

5'\c,;l,,-> 12c'>5ccl ?5b-5r<e ·•~· 

* N/A- Not Applicable 

Footnotes 

A. During the 21 day initial content review, all CSFs will be reviewed to detennine 
whether all inerts listed, including fragrances, are approved for the proposed uses. 1f an 
unapproved inert is identified, the applicant must either 1) resolve the inert issue by, for 
example, removing the inert, substituting it with an approved inert, submitting 
documentation that EPA approved the inert for the proposed pesticidal uses, correcting 
mistakes on the CSF, etc. or 2) provide the data to support OPP approval of the inert or 3) 
withdraw the application. Removing or substituting an inert ingredient will require a new 
CSF and may require submission of data. All information, forms, data and 
documentation resolving the inert issue must have been received by the Agency or the 
application withdrawn within the 21 day period, otherwise, the Agency will reject the 
awlication as described below. 

To successfully complete this aspect of the 21 day initial content screen, applicants are 
strongly encouraged to ve1ify that all inert ingredients have been approved for the 
application's uses even if a product is currently registered by consulting the inert Web 
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site [link to http://www.cpa.gov/opprdOOl/iucrts/Iists.html] and if the inert is not 
approved, to obtain the necessary inert approval prior to submitting an application 
to register a pesticide product containing that inert ingredient. Some inert 
ingredients are no longer approved for food uses or certain types of uses. The name 
and/or CAS number on a CSF must match the name and CAS number on this web site. 
Simple typographical errors in the name or CAS number have resulted in processing 
delays. 

If an inert is not listed on the inert ingredient web site and the applicant believes that the 
inert has been approved, the applicant should contact the Inert Ingredient Assessment 
Branch (IIAB) at inertsbranch @epa.gov and resolve the issue. Copies of the 
correspondence with IIAB resolving the issue should accompany the application. All 
new inerts except PIP inerts are reviewed by IIAB. The IIAB should also be contacted 
for any questions on what supporting data needs to be submitted for and the Agency's 
inert review process. Questions on PIP inerts should be directed to the Chief of 
Microbial Pesticides Branch [Link to 
http://www .epa. gov/oppbppd 1/biopesticides/contacts bppd.htm ). 

When a brand, trade, or proprietary name of an inert ingredient is listed on a CSF, 
additional infonnation such as an alternate name of the inert, CAS number or other 
information [link to http://www.cpa.gov/opprdOOllinerts/tips.pdf] must also be included 
to enable the Agency to determine if it has been approved. Each component of an inert 
mixture (including a fragrance) must be identified. In some cases, the supplier of the 
mixhtre or fragrance may need to provide this information to the Agency. Prior to the 
Agency's receipt of an application, applicants must arrange with a proprietary mixture or 
fragrance supplier to provide the component information to the Agency or promptly upon 
EPA's request. If the inert ingredients in a proprietary blend (including fragrances) 
carmot or are not identified or provided within the 21-day content review period, the 
Agency will reject the application. 

During the 21 day content review, applicants should submit information to the individual 
identified by the Agency when the applicant is informed of an unapproved inert. 

Unapproved lnerts Identified on CSFs 

All applications except conventional new products and PIPs 

Once an unapproved inert is identified on a CSF, the Agency will contact the 
applicant with the following options: 

I. Correct the application by, for instance, correcting the inert's identity orCAS 
number, providing documentation that the inert has been approved, or 
removing the unapproved inert from the CSF or replacing it with one that is 
approved for the application's uses; or 

2. Submit the information and data needed for the Agency to approve the 
unapproved inert. If this option is selected and implemented, the Agency may 
request an extension in the PRIA decision review timeframe to accommodate 
the inert review/approval process; 
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3. Withdraw the application (the Agency retains 25% of the full fee for the fee 
category estimated); or 

If none of these options is selected and implemented by the applicant within the 
21 day content review period, the Agency will reject the application and retain 
25% of the full fee of the category identified. 

Conventional New Product Applications 

When the Registration Division identifies an unapproved inert on a CSF with an 
application for a new product that the applicant has not identified as requiring an 
inert approval (R311, R312 or R313), it will contact the applicant with the 
following options: 

1. Correct the application by, for instance, correcting the inert's identity or CAS 
number, providing documentation that the inert has been approved, or 
removing the unapproved inert from the CSF or replacing it with one that is 
approved for the application's uses; or 

2. Submit the information and data needed for the Agency to approve the 
unapproved inert, including any required petition to establish or amend a 
tolerance or exemption from a tolerance. (This option may change the PRIA 
category for the application, which could require a longer decision review 
time and a larger fee. If additional fees are due, they must be received by the 
Agency within the 21 day content review period.) 

3. Withdraw the application (the Agency retains 25% of the full fee for the fee 
category estimated); or 

If none of the above options is selected and implemented during the 21-day 
content-review period, the Agency will reject the application and retain 25% of 
the appropriate fee for the new product-inert approval category. 

PIP Applications 

When the Biopesticide and Pollution Prevention Division identifies an 
unapproved inert on a PIP CSF and a request to approve the inert does not 
accompany the application, it will contact the applicant with the following 
options: 

I. Correct the application by, for instance, correcting the spelling or name of the 
inert to that in 40 CFR 174, or providing documentation that the inert has been 
approved; or 

2. Submit the information and data needed for the Agency to approve the 
unapproved inert. If an inert ingredient tolerance exemption ~tition is 
required, the petition must be received by the Agency and the B903 fee paid 
within the 21 day period. If this option is selected and implemented, the 
Agency will discuss harmonizing the timeframe for both actions. 
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3. Withdraw the application (the Agency retains 25% of the full fee for the fee 
category estimated)~ or 

If none of the above options is selected and implemented during the 21 day 
content review period, the Agency will reject the application and retain 25% of 
the fee. 

B. A policy on documentation of offers to pay is still being developed, however, for a 
me-too or fast track (similar/identical) new product, R300 or A530, an application 
without the necessary authorizations of offers to pay will be placed into either R301 or 
A531. The Agency recommends that authorizations of offers to pay be submitted with 
other PRIA applications to avoid delays in the Agency's decision. 

C. Biopesticide applicants are advised to contact the Agency and discuss study waivers 
prior to submitting their application to the Agency. Documentation of such discussions 
should be submitted with the study waiver. 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

June 21,2011 

OPP Decision Number: D-450779 
EPA File Symbol or Registration Number: 2724-796 
Product Name: RF 2042 (CDSO) 
EPAReceiptDate: 17-Jun-2011 
EPA Company Number: 2724 
Company Name: WELLMARK INTERNATIONAL 

JAMES MCFADDEN, PH.D. 
WELLMARK INTERN A TJONAL 
1501 E. WOODFIELD ROAD, SUITE 200 WEST 
SCHAUMBURG, IL 60173 

OFFICE OF 
PREVENTION, PESTICIDES AND 

TOXIC SUBSTANCES 

SUBJECT: Receipt of Registration Amendment Subject to Registration Service Fee 

Dear Registrant: 

The Office of Pesticide Programs has received your amendment and certification of 
payment. If you submitted data with this application, the results of the PRN-86-5 screen will be 
communicated separately. During the administrative screen, the Office of Pesticide Programs 
has determined that this Action is subject to a Pesticide Registration Service Fee as defined in 
the Pesticide Registration Improvement Act. 

The Action has been identified as Action Code: R340 

NON-FAST-TRACK (INCLUDES CHANGES TO PRECAUTIONARY LABEL 
STATEMENTS;SOURCE CHANGES TO AN UNREGISTERED SOURCE); 

No additional payment is due at this time. 

If you have any questions, please contact the Pesticide Registration Service Fee 
Ombudsman at (703) 308-9362. 

Sincerely, 

~_2£.;. 
Front End Processing Staff 
Information Technology & Resources Management Division 



 
27

!Fee for Service! 
'/ 

{898012A-

This package includes the following 

o New Registration 

@Amendment 

~Studies? o Fee Waiver? 

o volpay % Reduction: __ 

for Division 

0 AD 
0 BPPD 

@RD 

Risk Mgr. [J}] 

Receipt No. S-1 898012 

EPA File Symbol/Reg. No. I 2724-796 

Pin-Punch Date: I 6/17/2011 

c This item is NOT subject to FFS action. 
------------- - -------.. ______________ _ 

--Action eo-de: c •••••••••••••••••••• ••• •••• •• Parent!Ch ild Decisions: 

Requested: Th:oLI.o I 
Granted: b-;}'-\C) I 

c~ 

Amount Due: $ 3 lo \( - -

' ?a--'-~-\- .2. 12 '-\ -I""'(., 
c..L-~ ~ :Z I :Z '-( - I'? \ I 

o .Inert ClearE?~ fo~ed Use D Uncleared Inert in Product 

ReVIewer: x~~ ~Date: lo- 2<...-l( 

Remarks: 
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TRANSMITTAL DOCUMENT 

1. NAME AND ADDRESS OF SUBMITTER 
Wellmark International 
1501 E. Woodfield Road 
Suite 200 West 
Schaumburg, IL 601 73 

2. REGULATORY ACTION SUPPORTED BY THIS SUBMISSION 
Report Submission to Support Label Amendment to add Use on Puppies to Label 
Product Name: RF2042 [CDSO]; EPA Reg. No. 2724-796 

3. TRANSMITTALDATE 
June 14,2011 

4. LIST OF DOCUMENTS SUBMITTED 

1. Petree, L. and McFadden, J. (2011) Analysis of Adverse Effect Incident Data ;()r RF2041 
[CDSO], EPA Reg. No. 2724~796, unpublished, Weilmark International SP1dy No. 4043, 22 pp. 

5. COMPANYNAME 
Wellmark International 

6. COMPANY AGENT 
James McFadden 
Sr. Regulatory Project Manager 
Wellmark International 
1501 E. Woodfield Rd., Suite 200West 
Schaumburg, IL 60173 

7. AGENTSIGNATURE L~ 
? 

DATE: June 14,2011 

8. COMPANY CONTACT: James McFadden PHONE: 847-330-5369 
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WeHmark 

June 14, 2011 

Richard Gebken, PM 13 
Registration Division 
Document Processing Desk 
Office of Pesticide Programs (7505P) 
U.S. Environmental Protection Agency 
Room S-4900, One Potomac Yard 
2777 South Crystal Drive 
Arlington VA 22202 

James McFadden, Ph.D. 

Wellmark International 

Subject: Submission of Label Amendment for a Product Containing itofenprox: 
EPA Reg. No. 2724·796; RF2042 (CDSO) 
Contains Confidential Business Information (Discussion of Inert Ingredients) 

Dear Mr. Gebken: 

Enclosed with this letter please find material to support a label amendment for Well mark 
International's product RF2042 (CDSO) (EPA Reg. No. 2724-796). The purpose of this amendment 
is to add uses on puppies back to the existing label. Afterthe RF2042 (CDSO) was registered, 
(3110/2009) the companion animal safety study for puppies was rejected, (MRID 47622203, DP 
Barcode DP 360171) forcing us to delete that use from the product label. 

Since the initial rejection of that study, Wellmark has made several attempts to get puppies added back 
to the label. Well mark submitted a report amendment (MRID 47835301,8/24/09) that addresses 
issues identified by the Technical Review Branch (TRB) in the review for the original puppy 
companion animal safety study; the issue has also been discussed in other letters and in a meeting with 
EPA in January of 20 1 O. 

This submission collects the arguments submitted previously, provides an additional report as 
supporting data, and ties all of this to a request to approve specific label language submitted with this 
label amendment. 

Because this submission will not require review outside of RD, we expect the submission will be 
classified as PRIA category R340, and will have a 4-month review time. PRIA category R340 has a 
PRIA fee of $3617, and a check for that amount (copy enclosed) has been submitted to the designated 
government lockbox in 51. Louis. 

Pagelof5  
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Label Amendment, 2724-796 

The application for label amendment includes the following components: 

Form 8570-1, Application for label amendment 
Revised label (5 copies) 
Form 8570-34, Certification with Respect to Citations of Data 
Form 8570-35, Revised Data Matrix 
Transmittal Document for one study submitted with this application 

The following paragraphs discuss this submission in more detall: 

Background for the Amendment 
In order to understand the background for this amendment, we first provide a summary of recent 
regulatory actions related to this product. Essentially, the reviews that EPA has provided for previous 
actions constitute the background for evaluation of this amendment. 

Date Action/Issue Data 
3/10/2009 Notice of Recristration Original submission --
610412009 Amend to Remove Puppies, CAS Study rejected MRID 47622203, DP 360171 

(study orig. submitted with 2724-797) (dated 5/22/2009) 
8/24/2009 CAS Report Amendment, DER Rebuttal submitted, MRID 47835301 

non-PRIA -
8/31/2009 Label Amendment for safety to cats and changes in Reference to N1RID t>f.:O! :~i109, 

dose "TOUpS (4 ---l- 5) (CAS in cat::)~ HRID ~~844001 
1119/2010 Amendment to change dose groups approved, DP 369326, 12/09/2009 

safety to cats not approved 
1/28/2010 Meeting with EPA to discuss pet issues and MRID 

4783530 I, EPA recommended submission of a 
PRIA action. 

2/24/2010 Amendment to add puppies and kittens to pet spray DP376421, 6/23/2010 (review 
submitted, also requested review for 2724-796 did not consider 2724-796) 

CAS- Compamon Am mal Safety 

From DP 360171. 5/22/2009. where EPA rejected the puppy companion animal safety study: 
TRB's primary concern is that adverse effects- even though they could be considered as minor (loose 
feces and vomiting)- occurred following IX exposure (use application rate) to the test material. 
Considering that only 12 puppies were tested at 1 X, the occurrence of effects in two indicates a high 
potential for adverse incidents- including some of greater severity- if the formulation is registered for 
use as a spot-on for puppies. Even if nothing abnormal had been observed at IX, the occurrence of 
adverse effects at 3X (one male had a bloody fecal discharge and vomiting on Day 1, and loose stools 
on Days 2 and 3~ another male had vomiting on Day 1) would indicate a less than 3X margin of safety 
for this use on puppies. Since there is an inadequate margin of safety, the study is classified as 
unacceptable and cannot be used to support the use of this formulation as a spot-on for puppies. 

From DP 369326. 12/09/2009. where EPA raised additional concerns about the dog topical: 
2. Although the material in MRID 478440Q1 references studies on cats and kittens conducted 
With etofenprox -containing formulations in which no significant adverse effects were observed, the 
Agency has received incident reports for both the primary registration (2724-504) and distributor 
products (2724-504-270 and 2724-504-2S96) of a 40% Etofenprox and 3.6% S-methoprene 
containing formulation. These incidents include a total (for 2008) of 82 deaths (by all exposure routes) 
in cats or kittens. In addition, the presence oflanolin in 2724-796 creates a potential problem, as some 
cats (particularly Siamese) may be attracted to lanolin (see http://www.messybeastcom/pica.htm). and 
may go out of their way to lick lanolin-treated items. It is also noted that 2724-504 does not contain 
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Label Amendment, 2724-796 

piperonyl butoxide, which is present in 2724-796 and which could enhance the toxicity of the 
etofenprox to the cat. Based on these considerations TRB recommends against any statement 
indicating that accidental exposure to cats from treated dogs will not cause serious harmful effects. 

3. Based on the incident reports for EPA Reg. No. 2724-504 and the attractiveness of lanolin to some 
cats, TRB strongly recommends that lanolin be removed from 2724-796. Otherwise some cats in 
multiple-pet households will ingest this product by licking or grooming the dog's treated coat. 

From: DP37642 L 6/23/2010. where EPA accepted adding puppies to the spray. but did not address the 
spot on: 
Based on the low number and transient nature of effects observed at IX in the spot-on puppy study 
(one incident of loose stools on Day 3 and one incident of vomiting after the second dose) in 
conjunction with the reduced exposure to actives, TRB concludes that this study is acceptable to 
support a spray-on use of 2724-797 at an application rate of 8 g/kg or lower to puppies of 10 weeks of 
age and older. 

In these reviews, even the most recent, the EPA has not directly addressed the statistical argu'1le>Pts 
that were presented in the 8/24/2009 rebuttal to the DER (MRID 47835301). Wellmark believ':!s tnat 
this is a key issue- the basic argument is that the observed "effects" were determined to be fl,)~ 
statistically significant in the IX and 3X dose groups (Hansen, 2009). Observations in the SX group 
occurred at mtes similar to adverse events in IX applications of registered prod1•ds 1-1 addition, 
potential concerns related to attractiveness to cats appear to be anecdotal, and not legitimate. 

Review of the clinical observations show that in Group A only two females had -::lif:lir;al signs. 0:-tc 
with loose stools several days after the first dose, an observation also noted a fe,·; C<:.ys before 
initiation of test material administration for this animal. And, a single observation of vomit'"'~" 
recorded in one female Day 9. Since both loose stools and vomit are common clinical observations in 
laboratory puppies, the significance of these observations was further investigated. APSS sc:u.t;~tc> 
reviewed the clinical observations reported in the study. The evaluation included statistical analysis of 
the gastrointestinal signs in this study and a review of the incidence of gastrointestinal signs in the 
APSS public adverse reaction database. The statistical evaluation showed that the increase in 
gastrointestinal signs was statistically different from the controls only at the 5X dose and that the 
occurrence of these signs at the 5X dose were similar to what is reported to ASPCA leading to the 
conclusion that (Hansen 2009) "The occurrence of mild gastrointestinal signs following high dose 
(5X) exposure to JM982 spot-on in puppies is similar to reported signs following appropriate use (IX) 
of EPA registered and currently marketed spot-on formulations containing active ingredients other 
than etofenprox". 

Based on analysis of the adverse reaction type and frequency reported to the ASPCA, occasional 
gastrointestinal signs are a common complaint (19.1% of total) in currently registered products. Since 
statistically significant effects compared to controls occurred only at the 5X level and not at IX or 3X, 
and the effects seen at 5X are similar to current products, it is expected that the product(s) supported 
by this study do have an acceptable margin of safety. 

In summary, in 2009 Wellmarkprovided (DER) rebuttal arguments to EPA that have not been 
thoroughly evaluated (as far as we understand). In addition, reviews provided by EPA contain 
material (suggestions of potential risk due to lanolin1

) do not appear to be adequately supported. This 
current submission for a label amendment requests re-evaluation of previously submitted data, as well 
as evaluation of a new study which reaches similar conclusions. 

1 In addition, the properties of raw lanolin may be very different from the properTies of the material used as an 
inert ingredient in the formula for 2724-796. 
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Label Amendment, 2724-796 

Content of This Submission: 
With this proposed label amendment, Wel1mark is submitting a review of adverse incident data (Petree 
and McFadden, 201 I) for the 2724-796 product; including adverse events due to misapplication to 
puppies. If the EPA's conclusions in DP 360171 (5/22/2009) are correct, adverse events in puppies 
should show an increased rate of incidents with gastrointestinal signs. 

Instead, the review of Adverse Effect Incidents provided with this submission finds that: 
• The distribution of severity of adverse events in puppies (due to misapplication) for the 

etofenprox product was better than for a permethrin product that allows applications to 
puppies. 

• No elevation of digestive system events in puppies was found for the etofenprox product when 
compared to two permethrin dog topicals. 

• Instead, the distribution of mild clinical signs for puppies for the etofenprox product was 
found to be similar (not statistically different from) the distribution of mild clinical signs in 
adult dogs. 

The review of adverse effect incident data shows conclusively that there is no safety hazard assudated 
with the use of the etofenprox topical product on puppies. Even though the current label doE's n0t 
permit application to puppies, events due to misapplication provide a more than sufficient foundation 
for analysis. 

Overall, the incident data available to Wellmark International and reviewed in this report are t:1~ 
equivalent of a very large scale performance monitoring study. Millions of prod..1.:~ Jvses were saki, 
and even though the total number of applications to puppies is unknown, this analy.:>Is represents a 
much larger sample than one could obtain even in any clinical study. 

Notably, the summary conclusion of this analysis of incident data is similar to that reached iP. the 
Hansen (2009) report (in MRID 47835301): (1) there is no evidence of a higher frequency of adverse 
events with gastrointestinal signs and (2) the etofenprox product appears to have an acceptable margin 
of safety. In addition, this new analysis documents that the etofenprox spot on has at least three 
significant benefits for the etofenprox spot on product compared to the permethrin product: 

The total rate of adverse incidents was lower 
The rate of incidents in cats was much lower 
The rate of incidents in small dogs ( < 15 lbs.) was lower, suggesting that small dogs that were 
particularly sensitive to permethrin were less sensitive to etofenprox. 

Thus, in addition to documenting that there is an acceptable margin of safety in puppies, the analysis 
of incident data documents that the etofenprox product has an improved safety profile compared to 
permethrin products. Because of this improved safety profile, Wellmark believes that some fonn of 
label language reflecting these facts should be pennitted by EPA, since it is in the best interests of the 
EPA to allow consumers to make an educated choice. (Previous attempts to address this issue have 
been rejected by EPA.) 

Specific Changes Proposed in the Label Amendment 
To highlight specific changes proposed in the revised label and provide additional explanation, we 
wanted to note the following specific points in addition to the addition of puppies to the label: 

• Text to comply with Topical Risk Mitigation requirements (as far as we understand) is 
< 

implemented in the revised label. (Age AND weight limitations, for use ONLY on 
Dogs/Puppies, Do not use on cats, etc.) We also include reference to the most prominent 
adverse effect (which is dermal initation) in the precautionary statements. 
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Label Amendment, 2724-796 

• A section on "Use Restrictions" as per the PBO RED DCI has been added, as well as 
modification of reference to PBO in the Ingredient statement. 

• A section of text was added for the text to be included on the individual applicator. 
• One efficacy-related claim was added: "Controls fleas ticks and mosquitoes for up to one 

month". Even though efficacy data does not support a "kills" claim with 90% efficacy for one 
month, the overall effect in some animals in efficacy tests did support control up to one 
month, so, in our view, this claim (while less strong) is supported by the existing efficacy data. 

• Well mark believes the safety of this product for cats is documented in the analysis of adverse 
effect incident data that was included with this submission, and believes that some statement 
acknowledging that record is appropriate for addition to the label, in order to allow customers 
to make an informed choice. While the exact nature of that statement may need to be 
negotiated with the EPA, we are proposing several statements that could reflect the safety 
record that has been documented: 
- Incidental exposure of cats to this product is not likely to cause harmful effects 
- Can be used in households with dogs and cats 
-Based on testing, accidental exposure to cats from this product is not likely to cau~c :.t:tious 
harmful effects. 

Please let me know if additional information is needed or there are questions ab·mt Lhi<i subr1issiC'n. 

Regards, 

~~ 
Sr. Regulatory Project Manager 
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I 

INVOICE NUMBER INVOICE SAP DOCUMENT NUMBER 

DATE 

PRIA FEE-2724 791Q 04/11/2011 1900138055 

u.s. ENVIRONMENTAL 
AGENCY 

PROTECTION1005118 TOTALS 

Wellmark Inti & Farnam Co's, Inc. 
Central Life Sciences 

---> 

1501 E. Woodfield Rd Suite lf200W 
Schaumburg, IL 60173 

PAY *** THREE THOUSAND SIX HUNDRED SEVENTEEN USD*** 

U.S. ENVIRONMENTAL PROTECTION 
AGENCY 

GROSS AMOUNT DISCOUNT 

3,617.00 

' 
' 
I .. 

3,617.00 

Check NUmber 
Bank of America 

0.00 

I 
I 

. ! 

" 

.. 

o.oo 

1068402 
NET AMOUNT 

3,617.00 

. . 
. 

• .. 
• • • 

''. 

' ' ' ' 

3,617.00 

719 

Bank of America Illinois 
Chicago, Illinois 60697 

CHECK DATE 
04/14/2011 

VOID AFTER 

CHECK AMOUNT 

3,617.00 

TO THE 
ORDER 

OF WASHINGTON FINANCE CENTER 
FIFRA SERVICE FEES 

BY 

P.O. BOX 979074 
ST. LOUIS .MQ. __ 63L97::9000_ 
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F '"" A ro" " ~ ~ ~ d OMB N 2070-0060 2070-0057 2070 0107 2070 0122 2070 0164 

--~. UNITED STATES ENVIRONMENTAL PROTECTION AGENCY ; -\ 
\s:l' 1200 Pennsylvania Avenue, N.W . .,_,,"/ 

WASHINGTON, D.C. 20460 

Paperwork Reduction Act Nmicc: The public reponing l:urden for this collectiDfl of information is estimated m avemge 1.25 hours per response for registratiDfl 
and 0.25 hours per rcspDilse for reregistratiDfl and special reviev.· activities, including time for reading the instructions and completing the necessary forms. Send 
comments regarding burden estimate or any other aspect of this cotlecliOfl ofinfonnatiDfl, inctu:ling suggestions for reducing the burden to: Director, CollectiDfl 
Strntegies DivisiOfl (2822T), US_ Environmental Protection Agency, 1200 Pennsylvania Avenue, N.\V_, WashingtDfl, DC 20460_ Do not send the completed form 
m this address. 

Certification with Respect to Citation ofData 

Applicant's!Regis1ran\'s Name, Address, and Telephone Number EPA Registration Number/File Symbol 
Wellmark International, 1501 E. Woodfield Rd., Suite 200W 2724-7g6 

Active lnaredien'!ts) and/or representative test compound(s) Date 
S-Methoprene, Elofenprox, PBO June 14, 201 t 

General Use Pal\em(s) (list all those claimed for this product usin!J 40 CFR Part 158) Product Name 
Pels and Domestic Animals (Dogs and Puppies) RF 2042 (COSO) 

NOTE: If your product is a 100% repackaging of another purchased EPA-registered product labeled for all the same uses on your label, you J6 !JO\ need to 
submit this fonn. You must submit the Formulator's Exemption Statement (EPA Form 8570-27). · ·. · • · 

D 
I am responding to a Dala-Call-ln Notice, and ha'le included with this fonn a list of companies sent offers of compensation (the Qat;; M~li;x funn should 
be used for I his purpose). 

SECTION 1: METHOD OF DATA SUPPORT (Check one method only) " " 
' " 

D 
I am using the cite-all method of support, and have induded with this torm 

0 
I am using the selective meth9~ 9f ,support (or ci\e'a}l /Jption 

a lisl of companies sent offers of compensation (the Data Matrix form under the selectfve method): an1 ha\'9 included wilh this form a 
should be used for this purpose). completed list o\ data requirt:ri,&n·,s (the Data Matrix fonn must be 

used). ' . '' 
SECTION II: GENERAL OFFER TO PAY 

' 
!Required it using the cite-all method or when using the cite-all option under the selective method to satisfy one or more data requirements! 

D I hereby offer and agree to pay compensation, to olher persons, with regard to the approval of this application, to lhe extent required by FIFRA. 

SECTION Ill: CERTIFICATION 

I certify \hat this application for registration, this torm for reregistration, or this Data-Call-In response is supported by all data submitted or cited in the 
application lor registration, the form for reregistration, or the Data-Call-In response. In addiVon, if thecae-all option or cite-all option under the seleCii'le method is 
indica led in Section I, this application is supported by all data in the Agency's files that (1) concern the properties or effects of lhis product or an identical or 
substantially similar product, or one or more of the ingredients in this product; and (2) is a type of data \hat would be required to be submitted under the data 
requirements in effect on the date o\ appro'lal of lhis application if the application sough\ \he initial registration of a product of identical or similar composition and 
uses. 

I certify that for each exclusi'le use study cited in support of this registration or reregistration, \hall am the original data submil\er or that I haue obtained 
the written permission of the original data submitter to cite that study. 

I certify that for each study cl!ed in support of this registration or reregistration that is not an exclusive use study, eilher: (a) I am the original data 
submitter: (b) I ha'le obtained the permission of the original data submiller to use the study in support of this application: (c) all periods of eligibility for 
compensation ha'le expired for the study: (d) the study is in the public literature; or (e) I have notified in writing the company that submilled the study and have 
offered (I) to pay compensation to 1he extent required by sections 3(c)(1 )(F) and/or 3(c){2)(B) of FIFRA: and (ii) to commence negotiations to determine the 
amount and terms o\ compensation. n any, to be paid tor lhe use of the study. 

I certify that in all instances where an offer of compensation is required, copies of all offers to pay compensation and e'lidence of their deli'lery in 
accordance with sections 3(c)(1 )(F) and/or 3(C)(2)(B) of FIFRA are available and will be submitted to the Agency upon request. Should I fail to produce such 
evidence to the Agency upon request. I understand \hal the Agency may in"~iate action to deny, cancel or suspend the registration of my product in confonnity with 
FIFRA. 

I certify that the statements I have made on this form and all attachments to it are true, accurate, and complete. I acknowledge that any 
knowingly false or misleading statement may be punishable by fine or Imprisonment or both under applicable law. 

Signatur~~ Date Typed or Printed Name and Tille 

June 14,2011 James McFadden, Sr. Regulatory Project Manager 

~ ~ EPA Fonn 8570 34 (12 2003) ElectroniC and Paper versions available. Subm1t onty Paper vers1on. 
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RF2042 [COSO] 
Front panel· For Use Only on Toy (6·12 !bs.), Small (13-31 !bs.), Medium (32-551bs.) large [56-80 !bs), 
and Extra large (81 !bs and over) Dogs/Puppies 10 Weeks of age or older 
Front panel -ICON- DO NOT USE ON CATS! 
[Flea & Tick (& Mosquito][Treatment] [and] Control for Dogs & Puppies 10 weeks of age or older] 
Effective on indoor and outdoor dogs/puppies 
([1 [3][4[[6[ monthly treatments) [1 [3][4[6[ Months Supply [24[48[ doses 
Each tube [applicator[ [kills fleas & ticks for 3 weeks[ and [kills and repels mosquitoes for 3 to 4 weeks[ 
[Protects for up to [Four/4[Weeks[One monthOFour/4 Week [Fiea[Tick[Mosquito[Treatment[ 
[Controls fleas, ticks and mosquitoes for up to one monthJ[Monlhly treatment for control of fleas, ticks and 
mosquitoes 
[Aids in Control of Ticks for up to 30 days[ 
Contains an Insect Growth Regulator [IGR) to kill flea eggs and prevent flea development for 

]more than 10 weeks[ up to [75 days[2.5 months] 
[Starts Killing Fleas and Ticks within 15 minutes] 
[Kills 85% of ticks within 48 hours [[Kills more than 50% of fleas in 2 hours[ 
[Dual Action kills adult fleas and prevents flea development[ 
[Breaks Flea Life Cycle for [more than 10 weeks[up to [75 days][2.5 months[ 
[Controls flea reinfestation for [more than 10 weeks[ up to [75 days[2.5 months[ 
[Kills fleas, ticks, mosquitoes, flea eggs and flea larvae]]Dual protection (against fleas and ticks)] 
Kills the Deer Tick, which may transmit Lyme Disease 
Kills and Repels mosquitoes (a major carrier of canine heartworm) 
[With [S·Methoprene] Insect Growth Regulator [!GR] to Break Flea Life Cycle[ 
Convenient, easy to use ACCU·TIP DISPENSER [applicatoriTtube[ 
Spreads naturally with dog's/puppy's movement (skin and hair oils) 
[Formu!a[Contains Iandin for coat conditioning] 
[Water Resistant] [to keep killing fleas and ticks in humid and wet conditions] 
[Fast Acting [[Long LastingiTKil!s Fleas and Ticks by Contact] 
] Easy to use] Longer applicator tip for easy application to long·haired dogs/puppies 
[Fresh [Ciean][ScentiTSmeU [ 
[Reapply monthly] [Suitable for year.round use][Month[ sticker for home calendar 
[Satisfaction guaranteed or your money back[ 
Alternate Applicator claims: Unique applicator [tube] with flow con!rol 
[no dripiTno messiTapplicationiTapp!icatoriTtube[ 

(Front panel) 
ACTIVE INGREDIENTS: 
Etofenprox (CAS# 80844-07-1 ) .................................................................... 30.0% 
S-Methoprene (CAS# 65733-16-6) ................................................................. 3.6% 
Piperonyl Butoxide (CAS# 51-03-6)' ............................................................... 5.0% 
OTHER INGREDIENTS: ................................................................................ 61.4% 
TOTAL 100.0% 

" (butylcarbityl) (6·propylpiperonyl ether) and related compounds 

KEEP OUT OF REACH OF CHILDREN 
CAUTION 

See Back Panel for [Ingredients and] Additional Precautionary Statements 

NET CONTENTS: One: 0.05 fl oz/(1.5 cc) Applicator [tube] (Toy Dogs)/0.10 fl oz (3.0 cc) Applicator [tube[ 
(Small Dogs)/0.15 fl oz (4.5 cc) Applicator [tube] (Medium Dogs)/0.20 fl oz (6.0 cc) Applicator 
[tube[ (large Dogs)/0.30 fl oz (9.0 cc) Applicator [tube] (Extra Large Dogs) 

EPA Reg. No. 2724·796 EPA Est. No. 
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RF2042 [COSO] 
IMPORT ANTI DO NOT USE on DOGS/PUPPIES LESS THAN 10 WEEKS of AGE 
READ ENTIRE LABEL BEFORE EACH USE. USE ONLY ON DOGS/PUPPIES. DO NOT USE ON 
OTHER ANIMALS! 

[Back panel] 
DO NOT USE ON CATS 
Keep cats away from treated dogs for 24 hours. If applied or ingested, contact your veterinarian 
immediately. 

[RF2042 [COSO] prevents flea eggs from developing into adult fleas [more than 10 weeks] 
for up to [75 days][2.5 months]. RF2042 [COSO] also kills fleas and ticks for 3 weeks and kills and 
repels mosquitoes for 3 to 4 weeks.J[RF2042 [COSO} treats fleas, ticks, and mosquitoes for up to one 
month and prevents flea eggs from developing for up to 2.5 months.] 

DIRECTIONS FOR USE: It is a violation of Federal Law to use this product in a manner inconsistent 
with its labeling. 

USE RESTRICTIONS: 
The maximum application rate for this product is twice per month, and the second application must be 
made more than 8 days after the initial application. - , , 

RF2042 [COSO] works by application directly to the dog's/puppy's skin, not to the hair. Whe;; 
applying, manually push aside dog's/puppy's hair to allow direct application to th8 8kir·. Do not get 
this product in dog's/puppy's eyes or mouth. 

[(Note: Application now assumes one applicator per animal per application)] 
[Note: Each package contains sufficient tubes/applicators for [X] applications] 
FOR [TOY][SMALL][MEDIUM] SIZE DOGS/PUPPIES 
1. Bend at perforation and tear off first applicator [tube]. [ 
2. Hold applicator [tube][and bend area of plastic at perforation, tear off and discard.] Hok ~ 

applicator [tube] upright and snap tip back, away from face and body. 
3. The dog/puppy should be standing for easy application. Apply RF2042 [COSO] evenly to [two 

spots](toy dogs)[three spots](small or medium dogs) on the top of the back from the shoulder to 
the base of the tail. At each spot, part the hair until the skin is visible. Place the tip of the tube on 
the skin and gently squeeze to expel a portion of the solution on the skin. Do not apply an 
excessive amount of the solution at any one spot that could cause some of the solution to run off 
the side of the dog/puppy. 

4. Do not spread RF2042 [COSO] by hand over the dog/puppy. Although the dog's/puppy's skin and 
hair oils will naturally distribute the application over the entire dog/puppy, brushing the dog/puppy 
12-24 hours after application will help to distribute the material over the skin .. 

5. Do not reapply product for 30 days unless re-treatment is required, but not sooner than 8 days 
after the initial treatment. Do not retreat more than once per month .. 

6. Discard empty [tube][ applicator] as described in Storage and Disposal 
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[Note: Each package contains surficient tubes/applicators for [XJ applications] 
FOR [LARGE][EXTRA LARGE] DOGS 
1 Bend at perforation and tear off first applicator [tube]. [(Note- multi-application pack)] 
2 Hold applicator [tube][and bend area of plastic at perforation, tear off and discard.] Hold 

applicator [tube] upright and snap tip back, away from face and body 
3 The dog/puppy should be standing for easy application. Apply RF2042 [COSO] evenly to four or 

five spots on the top of the back from the shoulder to the base of the tail. At each spot. part the 
hair until the skin is visible. Place the tip of the tube on the skin and gently squeeze to expel a 
portion of the solution on the skin. Do not apply an excessive amount of the solution at any one 
spot that could cause some of the solution to run off the side of the dog/puppy. 

[Alternate Directions for Use for multi~tube application 
3 The dog/puppy should be standing for easy application. Using the first applicator [tube], apply 

RF2042 [COSO] evenly to four or five spots on the top of the back from the shoulder to the base 
of the tail. At each spot. part the hair until the skin is visible. Place the tip of the applicator [tube] 
on the skin and gently squeeze to expel a portion of the solution on the skin. Do not apply an 
excessive amount of the solution at any one spot that could cause some of the solution to run off 
the side of the dog/puppy. Using the second applicator [tube], apply as indicated for first 
applicator [tube] except start application at base of tail and apply on top of the back to the 
shoulder. 

4 Do not spread RF2042 [CDSO] by hand over the dog/puppy. Although the dog's/puppy'c '''n and 
hair oils will naturally distribute the application over the entire dog/puppy, brushing the dG~/puppy 
12-24 hours after application will help to distribute the material over the skin .. 

5 Do not reapply product for 30 days unless re-treatment is required, but not so_qi"J~~ than 8 d_aYs 
after the initial treatment. Do not retreat more than once per month. - - - -

6 Discard empty [tubeJ[applicatorJ as described in Storage and Disposal 

RF2042 [CDSOJ is most effective when used as part of a total flea and tick managen!P,nt prograr.t 
Use other [Brand Name J products registered for residential area control ofthese'pests in conjUnction 
with this treatment. Monthly treatments are required for optimal control and prevention of fl~as.-

[The successive feeding activity of fleas on dogs/puppies may elicit a hypersensitivity skin C.is'Order 
known as ftea allergy dermatttis (FAD). Treatment of dogs/puppies with RF2042 [COSO] rapidly kills 
fleas and may reduce the incidence of this condition.] 

[RF2042 [COS OJ is water resistant and remains efficacious following exposure to rainfall or 
swimminq.l 

TREATMENT SCHEDULE 
Dosaae: 1 aoc Hcator everv 30 davs oer doa/ouoov 

Pet's Name First Treatment Date Second Treatment Date 
{30 Davs From tst) 

Reminder. I purchased RF2042 [CDSOJ from. -:;-,-~-;;c-:c-:-cc:--c 
Treatment table can be expanded based on package size. (6 months) 

Third Treatment D~~e 
(30 Davs From 2"d 

NOTES: ______ _ 

STORAGE and DISPOSAL: . Pesticide Storage: Store in a cool area away from children and 
animals. Disposal: If empty: Do not reuse container [tube][applicator]. Place in trash or offer for 
recycling if available. If partially filled: Call your local solid waste agency for disposal instructions. 
Never place unused product down any indoor or outdoor drain. 
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PRECAUTIONARY STATEMENl:; 
HAZARDS TO HUMANS AND DOMESTIC ANIMALS • CAUTION 
DO NOT USE ON DOGS/PUPPIES LESS THAN 10 WEEKS OLD. For extemal use only. Causes moderate 
eye irritation. Avoid contact with eyes or dothing. Wash thoroughly with soap and water after handling and 
before eating, drinking, chewing gum, using tobacco, or using the toilet. Repeated exposure to etofenprox 
can cause skin irritation. Consult a veterinarian before using this product on debilitated, aged, pregnant, 
nursing, or animals on medication. Sensitivities may occur after using ANY pesticide product for pets. If 
signs of sensitivity occur, bathe your pet with mild soap and rinse with large amounts of water. If signs 
continue, consult a veterinarian immediately. Some dogs may experience hair loss or temporary skin 
irritation at the application site. If signs persist or become more severe, contact veterinarian immediately and 
report incident to company at 1-800-XXX-XXXX. 

FIRST AID 
If in eyes • Hold eye open and rinse slowly and gently with water for 15-20 minutes. 

• Remove contact lenses, if present, after first 5 minutes, then continue rinsing 

• Call a ooison control center or doctor for treatment advice . 
Have the product container or label with you when calling a poison control center or doctor or going for 
treatment. You may also contact 1-800-XXX-XXXX for emerQency medical treatment infonnation. 

WARRANTY AND CONDITIONS OF SALE: 
Seller warrants that this product conforms to the chemical specifications expressed on the l'3oSL To the 
extent consistent with applicable law, Seller makes no other warranties, and disclaims all other w8franties, 
express or implied, including but not limited to warranties of merchantability and fitness for the iDt~rtded 
purpose. To the extent consistent with applicable law, seller's liability for default, trszcr., or failure under this 
label shall be limited to the amount of the purchase price. To the extent consisten~ wi,th:applic.able, l,aw, Seller 
shall have no liability for consequential damages. ' ' 

In case of emergency or for product information, call1-800-xxx-xxxx. 

Wellmark International 
1501 E. Woodfield Road. 200W 
Schaumburg, Illinois 60173 
[URL) 
Made in USA 

TEXT FOR INDIVIDUAL APPLICATOR 
Product name 
Etofenprox 30%, S-Methoprene 3.6%, Piperonyl Butoxide 5% 
KEEP OUT OF REACH OF CHILDREN 
CAUTION 
READ DIRECTIONS BEFORE USING 
EPA Reg No. 
Net Contents 

[ICON- DO NOT USE ON CATS) 
For Use Only on Toy (6-121bs.), Small (13-31 lbs.), Medium (32-55 lbs.) Large (56-80 lbs) , and Extra Large 
(81 lbs and over) Dogs/Puppies 10 Weeks of age or older 
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RF2042 [COSO] 
Front panel- For Use Only on Toy {6-121bs.), Small]13-311bs.), Medium (32-551bs.) Large [56-80 lbs), 
and Extra Large (81 lbs and over) Dogs/Puppies 10 Weeks of age or older 
Front panel-ICON - DO NOT USE ON CATS! 
[Flea & Tick [& Mosquito][Treatment] [and] Control for Dogs & Puppies 10 weeks of age or older] 
Effective on indoor and outdoor dogs/puppies 
([1][3][4[6] monthly treatments) [1J3114116] Months Supply]24J48] doses 
Each tube [applicator] [kills fleas & ticks for 3 weeks] and [kills and repels mosquitoes for 3 to 4 weeks] 
[Protects for up to ]Four/4] Weeks]] One month][Four/4 Week ]Fiea][Tick)]Mosquito] Treatment] 
[Controls fleas, ticks and mosquitoes for up to one month]]Monthly treatment for control of fleas, ticks and 
mosquitoes 
]Aids in Control of Ticks for up to 30 days] 
Contains an Insect Growth Regulator (IGR) to kill flea eggs and prevent flea development for 

[more than 10 weeks] up to [75 daysn2.5 months] 
]Starts Killing Fleas and Ticks within 15 minutes] 
]Kills 85% of ticks within 48 hoursTIKills more than 50% of fleas in 2 hours] 
[Dual Action kills adult fleas and prevents flea development] 
]Breaks Flea Life Cycle for [more than 10 weeks] up to [75 days][2.5 months] 
[Controls flea reinfestation for ]more than 10 weeks] up to ]75 days]]2.5 months] 
]Kills fleas, ticks, mosquitoes, flea eggs and flea larvae] [Dual protection (against fleas and ticks)] 
Kills the Deer Tick, which may transmit Lyme Disease 
Kills and Repels mosquitoes (a major carrier of canine heartworm) 
[With ]S-Methoprene]lnsect Growth Regulator [IGR] to Break Flea Life Cycle] 
Convenient, easy to use ACCU-TIP DISPENSER [applicator][tube] 
Spreads naturally with dog'sfpuppy's movement (skin and hair oils) 
[Formula][Contains lanolin for coat conditioning] 
[Water Resistant) ]to keep killing fleas and ticks in humid and wet conditions] 
[Fast ActingnLong LastingnKms Fleas and Ticks by Contact] 
]Easy to use] Longer applicator tip for easy application to long-haired dogs! puppies 
[Fresh ][Ciea n II [Scent ISm ell] 
]Reapply monthly] [Suitable for year-round use][Month] sticker for home calendar 
[Satisfaction guaranteed or your money back] 
Alternate Applicator claims: Unique applicator ]tube] with flow control 
]no drip]]no mess][application][applicator][tube] 

(Front panel) 
ACTIVE INGREDIENTS: 
Etofenprox (CAS# 80844-07-1) .................................................................... 30.0% 
S-Methoprene (CAS# 65733-16-6) ................................................................. 3.6% 
Piperonyl Butoxide (CAS# 51-03-6)' ............................................................... 5.0% 
OTHER INGREDIENTS: ................................................................................ 61.4% 
TOTAL 100.0% 

* {butylcarbity!) {6-propylpiperonyl ether) and related compounds 

KEEP OUT OF REACH OF CHILDREN 
CAUTION 

See Back Panel for [Ingredients and] Additional Precautionary Statements 

NET CONTENTS: One: 0.05 f1 oz/{1.5 cc) Applicator [tube] {Toy Dogs)/0.10 fl oz {3.0 cc)App!"icator{tube] 
{Small Dogs)/0.15 fl oz (4.5 cc) Applicator [tube] {Medium Oogs)f0.20 fl oz {6.0 cc) Applicator 
[tube) (Large Dogs)/0.30 fl oz (9.0 cc) Applicator {tube) {Extra Large Dogs) 

EPA Reg. No. 2724-796 EPA Est. No. 
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RF2042 (COSO] 
IMPORTANT! DO NOT USE on DOGS/PUPPIES LESS THAN 10 WEEKS of AGE 
READ ENTIRE LABEL BEFORE EACH USE. USE ONLY ON DOGS/PUPPIES. DO NOT USE ON 
OTHER ANIMALS! 

[Back panel] 
DO NOT USE ON CATS 
Keep cats away from treated dogs for 24 hours. If applied or ingested, contact your veterinarian 
immediately. 

[RF2042 [COSO] prevents flea eggs from developing into adult fleas [more than 10 weeks] 
for up to [75 days][2.5 months]. RF2042 [COSO] also kills fleas and ticks for 3 weeks and kils and 
repels mosquitoes for 3 to 4 weeks.][RF2042 [CDS OJ treats fleas, ticks, and mosquitoes for up to one 
month and prevents flea eggs from developing for up to 2.5 months.] 

DIRECTIONS FOR USE: It is a violation of Federal Law to use this product in a manner inconsistent 
with its labeling. 

USE RESTRICTIONS: 
The maximum application rate for this product is twice per month, and the second application must be 
made more than 8 days after the initial application. 

RF2042 [COSO] works by application directly to the dog's/puppy's skin, not to the hair. When 
applying, manually push aside dog's! puppy's hair to allow direct application to the skin. Do n.J:-;;Eit 
this product in dog's/puppy's eyes or mouth. 

[(Note: Application now assumes one applicator per animal per application)] 
[Note: Each package contains sufficient tubes/applicators for [XJ applications] 
FOR [TOY][SMALL][MEDIUM] SIZE DOGS/PUPPIES 
1. Bend at perforation and tear off first applicator [tube]. [ , 
2. Hold applicator [tube][and bend area of plastic at perforation, tear off and diSCard.] Hold 

applicator [tube] upright and snap tip back, away from face and body. 
3. The dog/puppy should be standing for easy application. Apply RF2042 [COSO] evenly to [two 

spotsJ(toy dogs)[three spots]( small or medium dogs) on the top of the back from the shou-1Cu9r to 
the base of the tail. At each spot, part the hair until the skin is visible. Place the tip of the tube on 
the skin and gently squeeze to expel a portion of the solution on the skin. Do not apply an 
excessive amount of the solution at any one spot that could cause some of the solution to run off 
the side of the dog/puppy. 

4. Do not spread RF2042 [COSO] by hand over the dog/puppy. Although the dog's/puppy's skin and 
hair oils will naturally distribute the application over the entire dog/puppy, brushing the dog/puppy 
12-24 hours after application will help to distribute the material over the skin .. 

5. Do not reapply product for 30 days unless re-treatment is required, but not sooner than 8 days 
after the initial treatment. Do not retreat more than once per month .. 

6. Discard empty [tube][ applicator] as described in Storage and Disposal 
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[Note: Each package contains sufficient tubes/applicators for [XJ applications} 
FOR [LARGE][EXTRA LARGE] DOGS 
1 Bend at perforation and tear off first applicator [tube}. [(Note- multi-application pack)J 
2 Hold applicator [tube][ and bend area of plastic at perforation, tear off and discard.} Hold 

applicator [tube} upright and snap tip back, away from face and body 
3 The dog/puppy should be standing for easy application. Apply RF2042 [COSO] evenly to four or 

five spots on the top of the back from the shoulder to the base of the tail. At each spot, part the 
hair until the skin is visible. Place the tip of the tube on the skin and gently squeeze to expel a 
portion of the solution on the skin. Do not apply an excessive amount of the solution at any one 
spot that could cause some of the solution to run off the side of the dog/puppy. 

[Alternate Directions for Use for multi-tube application 
3 The dog/puppy should be standing for easy application. Using the first applicator [tube], apply 

RF2042 [CDS OJ evenly to four or five spots on the top of the back from the shoulder to the base 
of the tail. At each spot, part the hair until the skin is visible. Place the tip of the applicator [tube] 
on the skin and gently squeeze to expel a portion of the solution on the skin. Do not apply an 
excessive amount of the solution at any one spot that could cause some of the solution to run off 
the side of the dog/puppy. Using the second applicator [tube], apply as indicated for first 
applicator [tube} except start application at base of tail and apply on top of the back to the 
shoulder. 

4 Do not spread RF2042 [COSO] by hand over the dog/puppy. Although the dog's/puppy's skin and 
hair oils will naturally distribute the application over the entire dog/puppy, brushing the dog/puppy 
12-24 hours after application will help to distribute the material over the skin .. 

5 Do not reapply product for 30 days unless re-treatment is required, but not sooner than a ~8Y:::: 
after the initial treatment. Do not retreat more than once per month. 

6 Discard empty [tube][applicator] as described in Storage and Disposal 

RF2042 [CDSOJ is most effective when used as part of a total flea and tick management pr"•J2ra•n. 
Use other [Brand Name J products registered for residential area control of these -~est3 in cOnjunction 
with this treatment. Monthly treatments are required for optimal control and prevE!r;~fiOn of fle'a-s. i 

'' ,_ 

[The successive feeding activity of fleas on dogs/puppies may elicit a hypersensitivity skin Cisorder 
known as flea allergy dermatitis (FAD). Treatment of dogs/puppies with RF2042 [COSO] r&pidly'kills 
fleas and may reduce the incidence of this condition.} 

[RF2042 [COSO] is water resistant and remains efficacious following exposure to rainfall or 
swimminQ.l 

TREATMENT SCHEDULE 
Dosaae: 1 aot Jicator everv 30 davs oer doa/ouoov 

Pet's Name First Treatment Date Second Treatment Date Third Treatment Date 
(30 Davs From 1st) no Days From 2""1 

Reminder: I purchased RF2042 [COSO] from: NOTES: 
Treatment table can be expanded based on package stze. (6 months) 

STORAGE and DISPOSAL: . Pesticide Storage: Store in a cool area away from children and 
animals. Disposal: If empty: Do not reuse container [tube][applicator]. Place in trash or offer for 
recycling if available. If partially filled: Call your local solid waste agency for disposal instructions. 
Never place unused product down any indoor or outdoor drain. 
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PRECAUTIONARY STATEMEN 1 S 
HAZARDS TO HUMANS AND DOMESTIC ANIMALS • CAUTION 
DO NOT USE ON DOGS/PUPPIES LESS THAN 10 WEEKS OLD. For external use only. Causes moderate 
eye irritation. Avoid contact with eyes or clothing. Wash thoroughly with soap and water after handling and 
before eating, drinking, chewing gum, using tobacco, or using the toilet. Repeated exposure to etofenprox 
can cause skin irritation. Consult a veterinarian before using this product on debilitated, aged, pregnant, 
nursing, or animals on medication. Sensitivities may occur after using ANY pesticide product for pets. If 
signs of sensitivity occur, bathe your pet with mild soap and rinse with large amounts of water. If signs 
continue, consult a veterinarian immediately. Some dogs may experience hair loss or temporary skin 
irritation at the application site. If signs persist or become more severe, contact veterinarian immediately and 
report incident to company at 1-800-XXX-XXXX. 

FIRST AID 
If in eyes • Hold eye open and rinse slowly and gently with water for 15-20 minutes . 

• Remove contact lenses, if present, after first 5 minutes, then continue rinsing 

• Call a poison control center or doctor for treatment advice . 
Have the product container or label with you when calling a poison control center or doctor or going for 
treatment. You may also contact 1-800-XXX-XXXX for emergency medical treatment information. 

WARRANTY AND CONDITIONS OF SALE: 
Seller warrants that this product conforms to the chemical specifications expressed on the label. To the 
extent consistent with applicable law, Seller makes no other warranties, and disclaims all other warranties, 
express or implied, including but not limited to warranties of merchantability and frtness for the btc~ded 
purpose. To the extent consistent with applicable law, seller's liability for default, breach, or failw.-..:r Under this 
label shall be limited to the amount of the purchase price. To the extent consistent with applic~Oii-flr:~w, Seller 
shall have no liability for consequential damages. ~ ~ 

In case of emergency or for product information, call1-800-xxx-xxxx. 

Wellmark International 
1501 E. Woodfield Road. 200W 
Schaumburg, Illinois 60173 
[URL] 
Made in USA 

TEXT FOR INDIVIDUAL APPLICATOR 
Product name 
Etofenprox 30%, S-Methoprene 3.6%, Piperonyl Butoxide 5% 
KEEP OUT OF REACH OF CHILDREN 
CAUTION 
READ DIRECTIONS BEFORE USING 
EPA Reg No. 
Net Contents 

[ICON- DO NOT USE ON CATS] 

'''' 

For Use Only on Toy (6-121bs.), Small (13-311bs.), Medium (32-551bs.) Large (56-80 lbs), and Extra Large 
(81 lbs and over) Dogs/Puppies 10 Weeks of age or older 
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RF2042 [COSO] 
Front panel- For Use Only on Toy {6-12 lbs.), Small {13-31 lbs.), Medium {32-55 !bs.} Large (56-80 lbs} , 
and Extra Large {81 !bs and over) Dogs/Puppies 10 Weeks of age or older 
Front panel- ICON- DO NOT USE ON CATS! 
[Flea & Tick [& Mosquito][Treatment] [and] Control for Dogs & Puppies 10 weeks of age or older] 
Effective on indoor and outdoor dogs/puppies 
([1 [[3[[4[[6] monthly treatments) [1 [[3[[4][6] Months Supply [24[[48] doses 
Each tube [applicator] [kills fleas & ticks for 3 weeks[ and ]kills and repels mosquitoes for 3 to 4 weeks] 
[Protects for up to [Four/4] Weeks][One month][Four/4 Week [Fiea][Tick][Mosquito[ Treatment[ 
[Controls fleas, ticks and mosquitoes for up to one month][Monthly treatment for control of fleas, ticks and 
mosquitoes 
[Aids in Control of Ticks for up to 30 days] 
Contains an Insect Growth Regulator {IGR) to kill flea eggs and prevent flea development for 

[more than 10 weeks] up to ]75 days][2.5 months] 
[Starts Killing Fleas and Ticks within 15 minutes] 
[Kills 85% of ticks within 48 hours][Kills more than 50% of fleas in 2 hours] 
[Dual Action kills adult fleas and prevents flea development[ 
[Breaks Flea Life Cycle for [more than 10 weeks] up to [75 days][2.5 months] 
[Controls flea reinfestation for [more than 10 weeks[ up to [75 days][2.5 months] 
[Kills fleas, ticks, mosquitoes, flea eggs and flea larvae] [Dual protection {against fleas and ticks)[ 
Kills the Deer Tick, which may transmit Lyme Disease 
Kills and Repels mosquitoes {a major carrier of canine heartworm) 
[With [S-Methoprene] Insect Growth Regulator [IGR] to Break Flea Life Cycle] 
Convenient, easy to use ACCU-TIP DISPENSER [applicator][tube[ 
Spreads naturally with dog's/puppy's movement {skin and hair oils) 
[Formula][Contains lanolin for coat conditioning] 
[Water Resistant] [to keep killing fleas and ticks in humid and wet conditions] 
[Fast Acting][Long Lasting][Kills Fleas and Ticks by Contact] 
[Easy to use] Longer applicator tip for easy application to long-haired dogs/puppies 
[Fresh][Ciean][[Scent][Smell] 
[Reapply monthly] [Suitable for year-round use][Month] sticker for home calendar 
[Satisfaction guaranteed or your money back] 
Alternate Applicator claims: Unique applicator [tube] with flow control , .. · -
[no drip][no mess][application][applicator][tube] 

(Front panel) 
ACTIVE INGREDIENTS: 
Etofenprox (CAS# 80844-07-1) .................................................................... 30.0% 
S-Methoprene (CAS# 65733-16-6) ................................................................. 3.6% 
Piperonyl Butoxide (CAS# 51-03-6)* ............................................................... 5.0% 
OTHER INGREDIENTS: ................................................................................ 61.4% 
TOTAL 100.0% 

* (butylcarbityl) (6-propylpiperonyl ether) and related compounds 

KEEP OUT OF REACH OF CHILDREN 
CAUTION 

See Back Panel for [Ingredients and] Additional Precautionary Statements 

NET CONTENTS: One: 0.05 fl oz/(1.5 cc) Applicator [tube] (Toy Dogs)/0.10 fl oz [3.0 cc) Applicator [tube] 
(Small Oogs)/0.15 fl oz (4.5 cc) Applicator [tube] (Medium Oogs)/0.20 fl oz (6.0 cc) Applicator 
[tube] (Large Dogs)/0.30 fl oz (9.0 cc) Applicator [tube] (Extra Large Dogs) 

EPA Reg. No. 2724-796 EPA Est. No. 
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RF2042 [COSO] 
IMPORTANT! DO NOT USE on DOGS/PUPPIES LESS THAN 10 WEEKS of AGE 
READ ENTIRE LABEL BEFORE EACH USE. USE ONLY ON DOGS/PUPPIES. DO NOT USE ON 
OTHER ANIMALS! 

[Back panel] 
DO NOT USE ON CATS 
Keep cats away from treated dogs for 24 hours. If applied or ingested, contact your veterinarian 
immediately. 

fRF2042 [CDSOJ prevents flea eggs from developing into adult fleas [more than 10 weeks] 
for up lo [75 days][2.5 monlhs]. RF2042 [COSO] also kills fleas and ticks for 3 weeks and kills and 
repels mosquitoes for 3 to 4 weeks.][RF2042 [CDSOJ treats fleas, ticks, and mosquitoes for up to one 
month and prevents flea eggs from developing for up to 2.5 months.] 

DIRECTIONS FOR USE: It is a violation of Federal Law to use this product in a manner inconsistent 
with its labeling. 

USE RESTRICTIONS: 
The maximum application rate for this product is twice per month, and the second application must be 
made more than 8 days after the initial application. 

RF2042 [COSO] works by application directly to lhe dog's/puppy's skin, not to lhe hair. Whee . 
applying, manually push aside dog's/puppy's hair to a!!ow direct application to the skin. Do r.ut g&t 
this product in dog's/puppy's eyes or mouth. 

[(Note: Application now assumes one applicator per animal per application)] 
[Note: Each package contains sufficient tubes/applicators for [X] applications] 
FOR [TOY][SMALL][MEDIUM] SIZE DOGS/PUPPIES 
1. Bend at perforation and tear off first applicator [tube}. [ - , , , -
2. Hold applicator [tubeJ[and bend area of plastic at perforation, tear off and discard.] Hold 

applicator [tube] upright and snap tip back, away from face and body. 
3. The dog/puppy should be standing for easy application. Apply RF2042 [COSO] evenly lo [two 

spots](toy dogs)[three spots](smal! or medium dogs) on the top of the back from the shoulder to 
the base of the tail. At each spot, part the hair until the skin is visible. Place the tip of the tube on 
the skin and gently squeeze to expel a portion of the solution on the skin. Do not apply an 
excessive amount of the solution at any one spot that could cause some of the solution to run off 
the side of the dog/puppy. 

4. Do not spread RF2042 [COSO] by hand over the dog/puppy. Allhough the dog's/puppy's skin and 
hair oils wi!! naturally distribute the application over the entire dog/puppy, brushing the dog/puppy 
12-24 hours after application will help to distribute the material over the skin .. 

5. Do not reapply product for 30 days unless re-treatment is required, but not sooner than 8 days 
after the initial treatment. Do not retreat more than once per month .. 

6. Discard empty [tube}[applicatorJ as described in Storage and Disposal 
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[Note: Each package contains sufficient tubes/applicators for [X] applications] 
FOR [LARGE][EXTRA LARGE] DOGS 
1 Bend at perforation and tear off first applicator [tube]. [(Note- multi~app/ication pack)] 
2 Hold applicator [tube][and bend area of plastic at perforation, tear off and discard.] Hold 

applicator [tube] upright and snap tip back, away from face and body 
3 The dog/puppy should be standing for easy application. Apply RF2042 [COSO] evenly to four or 

five spots on the top of the back from the shoulder to the base of the tail. At each spot, part the 
hair until the skin is visible. Place the tip of the tube on the skin and gently squeeze to expel a 
portion of the solution on the skin. Do not apply an excessive amount of the solution at any one 
spot that could cause some of the solution to run off the side of the dog/puppy. 

[Alternate Directions for Use for multi-tube application 
3 The dog/puppy should be standing for easy application. Using the first applicator [tube], apply 

RF2042 [COSO] evenly to four or five spots on the top of the back from the shoulder to the base 
of the tail. At each spot, part the hair until the skin is visible. Place the tip of the applicator [tube] 
on the skin and gently squeeze to expel a portion of the solution on the skin. Do not apply an 
excessive amount of the solution at any one spot that could cause some of the solution to run off 
the side of the dog/puppy. Using the second applicator [tube], apply as indicated for first 
applicator [tube] except start application at base of tail and apply on top of the back to the 
shoulder. 

4 Oo not spread RF2042 [COSO] by hand over the dog/puppy. Although the dog's/puppy's skin and 
hair oils will naturally distribute the application over the entire dog/puppy, brushing the ciO~iiPL'PPY 
12~24 hours after application will help to distribute the material over the skin.. · : : 

5 Do not reapply product for 30 days unless re-treatment is required, but not sooner than·B r:f.:iys 
after the initial treatment. Do not retreat more than once per month. 

6 Discard empty [tube][applicator] as described in Storage and Disposal 

RF2042 [COSO] is most effective when used as part of a total flea and tick managerhent pro'gr3rh. 
Use other [Brand Name] products registered for residential area control of these :~est3 in conjurlction 
with this treatment. Monthly treatments are required for optimal control and prevention of fiAas., 

' { . " 
[fhe successive feeding activity of fleas on dogs/puppies may elicit a hypersensitivity skin disorc:er 
known as flea allergy dermatitis (FAD). Treatment of dogs/puppies with RF2042 [COSO] rapidly kills 
fleas and may reduce the incidence of this condition.] 

[RF2042 [COSO] is water resistant and remains efficacious following exposure to rainfall or 
swimmina.l 

TREATMENT SCHEDULE 
Dosaae: 1 ap1 licator ever. 30 davs oer doa/ouoov 

Pet's Name First Treatment Date Second Treatment Date Third Treatment Date 
(30 Days From t") 130 Days From 2"'1 

Reminder: I purchased RF2042 [COSO] from: NOTES: 
Treatment table can be expanded based on package s1ze. (6 months) 

STORAGE and DISPOSAL: . Pesticide Storage: Store in a cool area away from children and 
animals. Disposal: If empty: Do not reuse container [tube][applicator]. Place in trash or offer for 
recycling if available. If partially filled: Call your local solid waste agency for disposal instructions. 
Never place unused product down any indoor or outdoor drain. 
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PRECAUTIONARY STATEMENTS 
HAZARDS TO HUMANS AND DOMESTIC ANIMALS- CAUTION 
DO NOT USE ON DOGS/PUPPIES LESS THAN 10 WEEKS OLD. For external use only. Causes moderate 
eye irritation. Avoid contact with eyes or clothing. Wash thoroughly with soap and water after handling and 
before eating, drinking, chewing gum, using tobacco, or using the toilet. Repeated exposure to etofenprox 
can cause skin irritation. Consult a veterinarian before using this product on debilitated, aged, pregnant, 
nursing, or animals on medication. Sensitivities may occur after using ANY pesticide product for pets. If 
signs of sensitivity occur, bathe your pet with mild soap and rinse with large amounts of water. If signs 
continue, consult a veterinarian immediately. Some dogs may experience hair loss or temporary skin 
irritation at the application site. If signs persist or become more severe, contact veterinarian immediately and 
report incident to company at 1-800-XXX-XXXX. 

FIRST AID 
If in eyes • Hold eye open and rinse slowly and gently with water for 15-20 minutes . 

• Remove contact lenses, if present, after first 5 minutes, then continue rinsing 

• Call a poison control center or doctor for treatment advice . 
Have the product container or label with you when calling a poison control center or doctor or going for 
treatment. You may also contact 1-800-XXX-XXXX: for emeraencv medical treatment infonnation. 

WARRANTY AND CONDITIONS OF SALE: 
Seller warrants that this product conforms to the chemical specifications expressed on the lqbeL To the 
extent consistent with applicable law, Seller makes no other warranties, and disclaims all othe;r wananties, 
express or implied, including but not limited to warranties of merchantability and fitness for the -:r:t~:1ded 
purpose. To the extent consistent with applicable law, seller's liability for default, breach, or fcii:Lre Under this 
label shall be limited to the amount of the purchase price. To the extent consisterit"WF!t;applicable law, Seller 
shall have no liability for consequential damages. ' 

In case of emergency or for product information, call1-800-xxx-xxxx. 

Wellmark International 
1501 E. Woodfield Road. 200W 
Schaumburg, Illinois 60173 
[URL] 
Made in USA 

TEXT FOR INDIVIDUAL APPLICATOR 
Product name 
Etofenprox 30%, S-Methoprene 3.6%, Piperonyl Butoxide 5% 
KEEP OUT OF REACH OF CHILDREN 
CAUTION 
READ DIRECTIONS BEFORE USING 
EPA Reg No. 
Net Contents 

[ICON- DO NOT USE ON CATS] 
For Use Only on Toy (6-121bs.), Small (13-31lbs.), Medium (32-55 lbs.) Large (56-80 lbs}, and Extra Large 
(81 lbs and over) Dogs/Puppies 10 Weeks of age or older 
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RF2042 [COSO] 
Front panel- For Use Only on Toy (6-121bs.), Small [13-311bs.), Medium (32-551bs.) Large (56-80 lbs), 
and Extra Large [811bs and over) Dogs/Puppies 10 Weeks of age or older 
Front panel- ICON- DO NOT USE ON CATS! 
[Flea & Tick [& Mosquito](Treatment] [and] Control for Dogs & Puppies 10 weeks of age or older] 
Effective on indoor and outdoor dogs/puppies 
([1](3][4[(6] monthly treatments) [1][3][4][6] Months Supply [24][48] doses 
Each tube [applicator] [kills fleas & ticks for 3 weeks] and [kills and repels mosquitoes for 3 to 4 weeks] 
[Protects for up to ]Four/4] Weeks]One month][Four/4 Week [Fiea][Tick]Mosquito] Treatment] 
[Controls fleas, ticks and mosquitoes for up to one month][Monthly trealment for control of fleas, ticks and 
mosquitoes 
[Aids in Control of Ticks for up to 30 days] 
Contains an Insect Growth Regulator (IGR) to kill flea eggs and prevent flea development for 

[more than 10 weeks] up to ]75 days][2.5 months] 
[Starts Killing Fleas and Ticks within 15 minutes] 
[Kills 85% of ticks within 48 hours ][Kills more than 50% of fleas in 2 hours] 
[Dual Action kills adult fleas and prevents flea development] 
[Breaks Flea Life Cycle for [more than 10 weeks] up to ]75 days][2.5 months] 
[Controls flea reinfestation for [more than 10 weeks] up to [75 days]]2.5 months] 
[Kills fleas, ticks, mosquitoes, flea eggs and flea larvae] [Dual protection (against fleas and ticks)] 
Kills the Deer Tick, which may transmit Lyme Disease 
Kills and Repels mosquitoes [a major carrier of canine heartworm) 
[With [S-Methoprene] Insect Growth Regulator [IGR] to Break Flea Life Cycle] 
Convenient, easy to use ACCU-TIP DISPENSER [applicator][tube] 
Spreads naturally with dog's/puppy's movement (skin and hair oils) 
]Formula](Contains lanolin for coat conditioning] 
[Water Resistant] [to keep killing fleas and ticks in humid and wet conditions] 
[Fast Acting][Long Lasting]] Kills Fleas and Ticks by Contact] 
[Easy to use] Longer applicator tip for easy application to long-haired dogs/puppies 
[Fresh][Ciean][[Scent][Smell] 
[Reapply monthly] [Suitable for year-round use]]Month] sticker for home calendar 
[Satisfaction guaranteed or your money back] 
Alternate Applicator claims: Unique applicator [tube] with flow control 
[no drip]]no mess][application][applicator][tube] 

(Front panel) 
ACTIVE INGREDIENTS: 
Etofenprox (CAS# 80844-07-1 ) .................................................................... 30.0% 
S-Methoprene (CAS# 65733-16-6) ................................................................. 3.6% 
Piperonyl Butoxide (CAS # 51-03-6)' ............................................................... 5.0% 
OTHER INGREDIENTS: ................................................................................ 61.4% 
TOTAL 100.0% 

* [butylcarbityl) (6-propylpiperonyl ether) and related compounds 

KEEP OUT OF REACH OF CHILDREN 
CAUTION 

See Back Panel for [Ingredients and] Additional Precautionary Statements 

NET CONTENTS: One: 0.05 fl oz/(1.5 cc) Applicator [tube] (Toy Dogs)J0.10 fl oz (3.0 cc) Applicator [tube] 
(Small Dogs)/0.15 fl oz (4.5 cc) Applicator [tube] (Medium Dogs)/0.20 fl oz [6.0 cc) Applicator 
[tube] (Large Dogs)/0.30 fl oz (9.0 eel Applicator [tube] (Extra Large Dogs) 

EPA Reg. No. 2724-796 EPA Est. No. 
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RF2042 [COSO] 
IMPORTANT! DO NOT USE on DOGS/PUPPIES LESS THAN 10 WEEKS of AGE 
READ ENTIRE LABEL BEFORE EACH USE. USE ONLY ON DOGS/PUPPIES. DO NOT USE ON 
OTHER ANIMALS! 

[Back panel] 
DO NOT USE ON CATS 
Keep cats away from treated dogs for 24 hours. If applied or ingested, contact your veterinarian 
immediately. 

[RF2042 [COSO] prevents flea eggs from developing into adult fleas [more than 10 weeks] 
for up to [75 days][2.5 months]. RF2042 [COSO] also kills fleas and ticks for 3 weeks and kills and 
repels mosquitoes for 3 to 4 weeks.][RF2042 [COSO] treats fleas, ticks, and mosquitoes for up to one 
month and prevents flea eggs from developing for up to 2.5 months.] 

DIRECTIONS FOR USE: It is a violation of Federal Law to use this product in a manner inconsistent 
with its labeling. 

USE RESTRICTIONS: 
The maximum application rate for this product is twice per month, and the second application must be 
made more than 8 days after the initial application. 

RF2042 [COSO] works by application directly to the dog's/puppy's skin, not to the hair. Wher 
applying, manually push aside dog's/puppy's hair to allow direct application to the skin. Do r.d gOt 
this product in dog's/puppy's eyes or mouth. 

[(Note: Application now assumes one applicator per animal per application)] 
[Note: Each package contains sufficient tubes/applicators for [X] applications] 
FOR [TOY][SMALL][MEDIUM] SIZE DOGS/PUPPIES 
1. Bend at perforation and tear off first applicator [tube]. [ , , , , , 
2. Hold applicator [tube][and bend area of plastic at perforation, tear off and discard.] Holci 

applicator [tube] upright and snap tip back, away from face and body. 
3. The dog/puppy should be standing for easy application. Apply RF2042 [COSO] evenly to [two 

spots](toy dogs)[three spots](small or medium dogs) on the top of the back from the shoulder to 
the base of the tail. At each spot, part the hair until the skin is v·rsible. Place the tip of the tube on 
the skin and gently squeeze to expel a portion of the solution on the skin. Do not apply an 
excessive amount of the solution at any one spot that could cause some of the solution to run off 
the side of the dog/puppy. 

4. Do not spread RF2042 [COSO] by hand over the dog/puppy. Although the dog's/puppy's skin and 
hair oils will naturally distribute the application over the entire dog/puppy, brushing the dog/puppy 
12-24 hours after application will help to distribute the material over the skin .. 

5. Do not reapply product for 30 days unless re-treatment is required, but not sooner than 8 days 
after the initial treatment. Do not retreat more than once per month .. 

6. Discard empty [tube][applicator] as described in Storage and Disposal 
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[Note: Each package contains sufficient tubes/applicators for [XJ applications} 
FOR [LARGE][EXTRA LARGE] DOGS 
1 Bend at perforation and tear off first applicator [tube}. [(Note- multi-application pack)} 
2 Hold applicator [tubeJ[and bend area of plastic at perforation, tear off and discard.] Hold 

applicator (tube} upright and snap tip back, away from face and body 
3 The dog/puppy should be standing for easy application. Apply RF2042 [COSO] evenly to four or 

five spots on the top of the back from the shoulder to the base of the tail. At each spot. part the 
hair until the skin is visible. Place the tip of the tube on the skin and gently squeeze to expel a 
portion of the solution on the skin. Do not apply an excessive amount of the solution at any one 
spot that could cause some of the solution to run off the side of the dog/puppy. 

[Alternate Directions for Use for multi-tube application 
3 The dog/puppy should be standing for easy application. Using the first applicator [tube}, apply 

RF2042 [CDSOJ evenly to four or five spots on the top of the back from the shoulder to the base 
of the tail. At each spot, part the hair until the skin is visible. Place the tip of the applicator [tube} 
on the skin and gently squeeze to expel a portion of the solution on the skin. Do not apply an 
excessive amount of the solution at any one spot that could cause some of the solution to run off 
the side of the dog/puppy. Using the second applicator [tube}, apply as indicated for first 
applicator [tube] except start application at base of tail and apply on top of the back to the 
shoulder. 

4 Do not spread RF2042 [CDSO] by hand over the dog/puppy. Although the dog's/puppy's skin and 
hair oils will naturally distribute the application over the entire dog/puppy, brushing the dC!;/;;uppy 
12-24 hours after application will help to distribute the material over the skin .. 

5 Do not reapply product for 30 days unless re-treatment is required, but not sooner than .S d."3ys 
after the initial treatment. Do not retreat more than once per month. · 

6 Discard empty [tubeJ[applicator] as described in Storage and Disposal 

RF2042 [CDSOJ is most effective when used as part of a total flea and tick manage:r.ent prog.arr .•. 
Use other [Brand Name] products registered for residential area control of these p:astf> in conjur'16tion 
with this treatment. Monthly treatments are required for optimal control and preVSrifl6n of fleas: . 

[The successive feeding activity of fleas on dogs/puppies may elicit a hypersensitivity skin disorder 
known as flea allergy dennatitis (FAD). Treatment of dogs/puppies wtth RF2042 [CDSO] ra;i1i!ly kills 
fleas and may reduce the incidence of this condition.} 

[RF2042 (COSO] is water resistant and remains efficacious following exposure to rainfall or 
swimmino.l 

TREATMENT SCHEDULE 
Dosaae: 1 aoc licator everv 30 davs oer doa/ouoov 

Pet's Name First Treatment Date Second Treatment Date Third Treatment Date 
(30 Days From t") (30 Days From 2"d) 

Reminder: I purchased RF2042 [COSO] from: NOTES: 
Treatment table can be expanded based on package stze. {6 months) 

STORAGE and DISPOSAL: . Pesticide Storage: Store in a cool area away from children and 
animals. Disposal: If empty: Do not reuse container [tube][ applicator}. Place in trash or offer for 
recycling if available. If partially filled: Call your local solid waste agency for disposal instructions. 
Never place unused product down any indoor or outdoor drain. 
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PRECAUTIONARY STATEMEN rS 
HAZARDS TO HUMANS AND DOMESTIC ANIMALS· CAUTION 
DO NOT USE ON DOGS/PUPPIES LESS THAN 10 WEEKS OLD. For extemal use only. Causes moderate 
eye irritation. Avoid contact with eyes or clothing. Wash thoroughly with soap and water after handling and 
before eating, drinking, chewing gum, using tobacco, or using the toilet. Repeated exposure to etofenprox 
can cause skin irritation. Consult a veterinarian before using this product on debilitated, aged, pregnant, 
nursing, or animals on medication. Sensitivities may occur after using ANY pesticide product for pets. If 
signs of sensitivity occur, bathe your pet with mild soap and rinse with large amounts of water. If signs 
continue, consult a veterinarian immediately. Some dogs may experience hair loss or temporary skin 
irritation at the application site. If signs persist or become more severe, contact veterinarian immediately and 
report incident to company at 1-800-XXX-XXXX. 

FIRST AID 
If in eyes • Hold eye open and rinse slowly and gently with water for 15-20 minutes . 

• Remove contact lenses, if present, after first 5 minutes, then continue rinsing 

• Call a poison control center or doctor for treatment advice . 
Have the product container or label with you when calling a poison control center or doctor or going for 
treatment. You may also contact 1-800-XXX-XXXX for emergency medical treatment information. 

WARRANTY AND CONDITIONS OF SALE: 
Seller warrants that this product conforms to the chemical specifications expressed on the label. To the 
extent consistent with applicable law, Seller makes no other warranties, and disclaims all other _w~~r:mties, 
express or implied, including but not limited to warranties of merchantability and fitness for the tnt~nded 
purpose. To the extent consistent with applicable law, seller's liability for default, breach, or fa1I1Jr8 Under this 
label shall be limited to the amount of the purchase price. To the extent consistent 11·d~ applicable law, Seller 
shall have no liability for consequential damages. -

In case of emergency or for product information, call 1-800-xxx-xxxx. 

Wellmark International 
1501 E. Woodfield Road. 200W 
Schaumburg, Illinois 60173 
[URL] 
Made in USA 

TEXT FOR INDIVIDUAL APPLICATOR 
Product name 
Etofenprox 30%, S-Methoprene 3.6%, Piperonyl Butoxide 5% 
KEEP OUT OF REACH OF CHILDREN 
CAUTION 
READ DIRECTIONS BEFORE USING 
EPA Reg No. 
Net Contents 

[ICON- DO NOT USE ON CATS] 
For Use Only on Toy {&-121bs.), Small {13~311bs.), Medium (32w551bs.) Large {56~80 lbs), and Extra Large 
{81 lbs and over) Dogs/Puppies 10 Weeks of age or older 

4 



 
52

Wellmark 

July 12, 2010 

Wcllmark Jni mal 
!50! Ecsl 'A'oodfi~la ~cod, Surle 200 \/1/esl 
Sc~oumburg, lllrnors 60!73 
8"-1 330 5300 
ww,y weli'l1orbn:eroolronal com 

Document Processing Desk (FPL) 
Office of Pesticide Programs 7504P 
U.S. Environmental Protection Agency 
Room S-4900 One Potomac Yard 
2777 South Crystal Drive 
Arlington, Virginia 22202-4501 

ATTENTION: Richard Gebken, PM 13 

SUBJECT: SUBMISSION OF FINAL PRINTED LABELING FOR RF2042 [COSO] 
EPA REG. NO. 2724-796 
PER JANUARY 19, 2010 EPA STAMPED APPROVED LABEL COMMENTS 

Dear Mr. Gebken: 

Enclosed is a completed EPA Form 8570-1 and 2 copies of final printed labeling incorporating the 
comment changes noted in the 1/19/10 EPA label approval letter. Additionally, enclosed is one 
highlighted label with a cover sheet indicating the revisions that were made (red is added text, blue 
strikethrough is deleted text). 

Please call me at 847-330-5376 if you have any questions regarding this submission. Thank you for 
your assistance on this action. 

Yours sincerely, 
WELLMARK INTERNATIONAL 

Nancy Huebl 
Senior Registration Specialist 

enclosure 

cc: J. McFadden 
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Wellmack lntemational/2724-796 R. Geblcen 
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Product Name 
........ ········-······- ···········-·-

Section - ll 

~Final prinled labill::; in rocpDm;e lo 
Agency !eller da!cd january i9, 2010 

D "Me Too" Applicalion 
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Section -IV 
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5. Lorolion oi Label Oireclion:; 
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0 Olher prir.led on cmdbo~rd carton 
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1. Cofltoct Point (Compfere irem!'__rf!_ty_(:!_~y_l?_el?_l'>'__!o_r_!d_.~(J-~iff_(:_'!.t_i_o__(J ?_(_if!_d_!_v_iduilf to be c~tacled, if necessary, lo process this apptica.do0o •. ,J_c--c-c-
Name Tille Telephnn" No. (include Area Coo"ej 

Nancy Huebl Senior Regis[cation Specialist 847-330-5376 
--···························-------

Certification 

I r;:ertify llmllile :;lalemenls llmoe made on Ibis form and all allachmm1b lhereto are lruiJ, accurale ~nd complelo. 
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4. Typeo Name 

Nancy Huebl 

3. Title 

Senior Registration Specialist 
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12-Jul-10 

6. Dale Applicalion 
Received 

(Starr.ped) 

EPA Form 3570-1 (Rev. 3-94! Previou~ edition.'> are obsolete. Wllile. £PA Flie Copy (uriginar1 Yelo:;w- App!ic~nl copy 
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RF2042 [COSO] 
For Toy (6-121bs.), Small [13-311bs.), Medium (32-551bs.) Large [56-80 lbs), and Extra Large (811bs and 
over) Dogs 
[Flea & Tick [& Mosquito][Treatment] [and] Control for Dogs 6 months of age or older] 
Effective on indoor and outdoor dogs 
([1][3][4[6] monthly treatments) [1][3][4116] Months Supply [241148] doses 
Each tube [applicator] [kills fleas & ticks for 3 weeks] and [kills and repels mosquitoes for 3 to 4 weeks] 
[Protects for up to [Four/4] Weeks]]One month][Four/4 Week [F!ea][Tick][Mosquito] Treatment] 
[Aids in Control of Ticks for up to 30 days] 
Contains an Insect Growth Regulator {!GR) to kill flea eggs and prevent flea development for 

[more than 10 weeks] up to [75 days][2.5 months] 
[Starts Killing Fleas and Ticks within 15 minutes] 
[Kills 85% of ticks within 48 hours][Kil!s more than 50% of fleas in 2 hours] 
[Dual Action ki!ls adult fleas and prevents flea development] 
[Breaks Flea Life Cycle for [more than 10 weeks] up to ]75 days~2.5 months] 
[Controls flea reinfestation for [more than 10 weeks] up to ]75 days]]2.5 months] 
[Kills fleas, ticks, mosquitoes, flea eggs and flea larvae]]Dual protection {against fleas and ticks)] 
Kills the Deer Tick, which may transmit Lyme Disease 
Kills and Repels mosquitoes (a major carrier of canine heartworm) 
[With [S~Methoprene] Insect Growth Regulator [IGR] to Break Flea Life Cycle] 
Convenient, easy to use ACCU-TIP DISPENSER ]applicator]]tube] 
Spreads naturally with dog's movement (skin and hair oils) 
[Formula][Contains lanolin for coat conditioning] 
[Water Resistant] [to keep killing fleas and ticks in humid and wet conditions] 
[Fast Acting][Long Lasting][Kil!s Fleas and Ticks by Contact] 
[Easy to use] Longer applicator tip for easy application to long-haired dogs 
[Fresh][Ciean][[Scent][Smell] 
[Reapply monthly] [Suitable for year~round use][Month] sticker for home calendar 
[Satisfaction guaranteed or your money back] 
Alternate Applicator claims: Unique applicator [tube] with flow control 
[no drip][no mess][app!ication][applicator][tube] 

(Front or Back panel) 
ACTIVE INGREDIENTS: 
Etofenprox (CAS # 80844-07-1 ) .................................................................... 30.0% 
S-Methoprene (CAS # 65733-16-6) ................................................................. 3.6% 
Piperonyl Butoxide (CAS # 51-03-6)' ............................................................... 5.0% 
OTHER lNG REDIENTS: ................................................................................ 61.4% 
TOTAL 100.0% 

*Equivalent to minimum 4.00% butylcarbityl (6~propylpiperonyl ether} and 1.00% related compounds 

KEEP OUT OF REACH OF CHILDREN 
CAUTION 

See Back Panel for [Ingredients and] Additional Precautionary Statements 

NET CONTENTS: One: 1.5 cc Applicator [tube] (Toy Dogs)/3.0 cc Applicator [tube] (Small Dogs}/ 
4.5 cc Applicator [tube] (Medium Dogs}/6.0 cc Applicator [tube] (Large Dogs)/ 
9.0 cc Applicator [tube] (Extra Large Dogs} 

EPA Reg. No. 2724-796 EPA Est. No. 

NOT REVIEWED 
In Accordance with PR Notice 82-2 
Based on Draft Labeling Dated 

1-19·-10 1 



 
55

RF2042 [COSO] 
IMPORTANT! DO NOT USE on DOGS 6 MONTHS of AGE or LESS 
READ ENTIRE LABEL BEFORE EACH USE. USE ONLY ON DOGS. DO NOT USE ON OTHER 
ANIMALS! 

[RF2042 (COSO] prevents flea eggs from developing into adult fleas [more than 10 weeks] 
for up to [75 days](2.5 months]. RF2042 [CDSO] also kills fleas and ticks for 3 weeks and kills and 
repels mosquitoes for 3 to 4 weeks.] 

DIRECTIONS FOR USE: It is a violation of Federal Law to use this product in a manner inconsistent 
with its labeling. 

RF2042 [CDSO] works by application directly to the dog's skin, not to the hair. When applying, 
manually push aside dog's hair to allow direct application to the skin. Do not get this product in dog's 
eyes or mouth. 

[(Note: Application now assumes one applicator per animal per application)] 
[Note: Each package contains sufficient tubes/applicators for [XJ applications] 
FOR [TOY][SMALL][MEDIUM] SIZE DOGS 
1. Bend at perforation and tear off first applicator [tube]. [ 
2. Hold applicator [tube}[and bend area of plastic at perforation, tear off and discard.] Hold 

applicator [tube] upright and snap tip back, away from face and body. 
3. The dog should be standing for easy application. RF2042 [CDSO] should be applied evenly to 

[two spots](toy dogs)[three spots](small or medium dogs) on the top of the back from the shoulder 
to the base of the tail. At each spot, part the hair until the skin is visible. Place the tip of the tube 
on the skin and gently squeeze to expel a portion of the solution on the skin. Do not apply an 
excessive amount of the solution at any one spot that could cause some of the solution to run off 
the side of the dog. 

4. Do not spread RF2042 [CDS OJ by hand over the dog. Although the dog's skin and hair oils will 
naturally distribute the application over the entire dog, brushing the dog 12-24 hours after 
application will help to distribute the material over the skin .. 

5. Do not reapply product for 30 days unless re-treatment is required, but not sooner than 8 days 
after the initial treatment. Do not retreat more than once per month .. 

6. Discard empty [tube][applicator] as described in Storage and Disposal 

[Note: Each package contains sufficient tubes/applicators for [XJ applications] 
FOR [LARGE][EXTRA LARGE] DOGS 
1 Bend at perforation and tear off first applicator [tube]. [(Note- multi-application pack)] 
2 Hold applicator [tube][and bend area of plastic at perforation, tear off and discard.] Hold 

applicator [tube] upright and snap tip back, away from face and body 
3 The dog should be standing for easy application. Apply RF2042 [CDS OJ evenly to four or five 

spots on the top of the back from the shoulder to the base of the tail. At each spot, part the hair 
until the skin is visible. Place the tip of the tube on the skin and gently squeeze to expel a portion 
of the solution on the skin. Do not apply an excessive amount of the solution at any one spot that 
could cause some of the solution to run off the side of the dog. 
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[Alternate Directions for Use for multi-tube application 
3 The dog should be standing for easy application. Using the first applicator [tube], apply RF2042 

[COSO] evenly to four or five spots on the top of the back from the shoulder to the base of the tail. 
At each spot, part the hair until the skin is visible. Place the tip of the applicator [tube] on the skin 
and gently squeeze to expel a portion of the solution on the skin. Do not apply an excessive 
amount of the solub.on at any one spot that could cause some of the solution to run off the side of 
the dog. Using the second applicator [tube], apply as indicated for first applicator [tube] except 
start application at base of tail and apply on top of the back to the shoulder. 

4 Do not spread RF2042 [COSO] by hand over the dog. Although the dog's skin and hair oils will 
naturally distribute the application over the entire dog, brushing the dog 12-24 hours after 
application will help to distribute the material over the skin .. 

5 Do not reapply product for 30 days unless re-treatment is required, but not sooner than 8 days 
after the initial treatment. Do not retreat more than once per month. 

6 Discard empty [tube][applicator] as described in Storage and Disposal 

RF2042 [COSO] is most effective when used as part of a total flea and tick management program. 
Use other [Brand Name J products registered for residential area control of these pests in conjunction 
with this treatment. Monthly treatments are required for optimal control and prevention of fleas. 

[The successive feeding activity of fleas on pets may elicit a hypersensitivity skin disorder known as 
flea allergy dermatitis (FAD). Treatment of pets with RF2042 [COSO] rapidly kills fleas and may 
reduce the incidence of this condition.] 

[RF2042 [COSO] is water resistant and remains efficacious following exposure to rainfall or 
swimming.] 

TREATMENT SCHEDULE 
Dosage; 1 applicator every 30 days per do 

Pet's Name First Treatment Date Second Treatment Date Third Treatment Date 
(30 Davs From 1 ") (30 Davs From 2"') 

Reminder; I purchased RF2042 [COSO] from; NOTES: 
Treatment table can be expanded based on package s1ze. (6 months) 

STORAGE and DISPOSAL: . Pesticide Storage: Store in a cool area away from children and 
animals. Disposal: If empty: Do not reuse container [tube][applicator]. Place in trash or offer for 
recycling if available. If partially filled: Call your local solid waste agency for disposal instructions. 
Never place unused product down any indoor or outdoor drain. 
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PRECAUTIONARY STATEMENTS 
HAZARDS TO HUMANS AND DOMESTIC ANIMALS- CAUTION 
DO NOT USE ON DOGS LESS THAN 6 MONTHS OLD. For external use only. Causes moderate eye 
irritation. Avoid contact with eyes or clothing. Wash thoroughly with soap and water after handling and 
before eating, drinking, chewing gum, using tobacco, or using the toilet. Repeated exposure to etofenprox 
can cause skin irritation. Consult a veterinarian before using this product on debilitated, aged, pregnant, 
nursing, or animals on medication. Sensitivities may occur after using ANY pesticide product for pets. If 
signs of sensitivity occur, bathe your pet with mild soap and rinse with large amounts of water. If signs 
continue, consult a veterinarian immediately. 

FIRST AID 
If in eyes • Hold eye open and rinse slowly and gently with water for 15-20 minutes . 

• Remove contact lenses, if present, after first 5 minutes, then continue rinsing 

• Call a poison control center or doctor for treatment advice . 
Have the product container or label with you when calling a poison control center or doctor or going for 
treatment. You may also contact 1-800-XXX-XXXX for ememencv medical treatment information. 

WARRANTY AND CONDITIONS OF SALE: 
Seller warrants that this product conforms to the chemical specifications expressed on the label. To the 
extent consistent with applicable law, Seller makes no other warranties, and disclaims all other warranties, 
express or implied, including but not limited to warranties of merchantability and fitness for the intended 
purpose. To the extent consistent with applicable law, seller's liability for default, breach, or failure under this 
label shall be limited to the amount of the purchase price. To the extent consistent with applicable law, Seller 
shall have no liability for consequential damages. 

In case of emergency or for product information, call 1-800-xxx-xxxx. 

Wellmark International 
1501 E. Woodfield Road. 200W 
Schaumburg, Illinois 60173 
[URL] 
Made in USA 
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REGULATORY LABEL DATA SHEET 

File Name: 

Product: 

Approved: 

OVERVIEW: 

Page# 

1 

2 

Epa fpl 1191 O.doc 

RF2042 [COSO] 

FPL submitted 6/11/10 

Data Sheet Date: 

EPA Reg#: 

Supercedes: 

June 2010 

2724- 796 

1/19/10 

FPL submitted to reflect comments from EPA stamped approved label dated 1/19/10 

Description of Major Changes 

Dog group names revised 1o match #3 in January 19, 2010 EPA letter, also Extra 
Large group split into Large/Extra Large per# 3 chart in 1/19/10 EPA letter. 

Deleted claim "non lrritatingN and "Ideal for dogs with sensitive skin" per #1 in 1/19/10 
EPA letter 

Deleted claim, "with special coat conditioning agen1, Lanolin" per #4 in 1/19/10 EPA 
letter 

Deleted claim, "Based on testing, accidental exposure to cats from treated dogs will 
not cause serious harmful effects" per #2 in 1/19/10 EPA letter 

Net contents: revised per #3 chart in 1119/1 0 EPA letter 

Per #3, revised "Intended for use on dogs 6 months of age or older" to DO NOT USE 
on DOGS 6 MONTS of AGE or LESS" 

Directions for Use: revised dog group descriptors based on #3 chart 
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RF2042 [COSO] 
For SmaUToy (6-12 lbs.), MediumSma!l (13-31 !bs.), ~Medium (32-55 Jbs.) and Extra large (56-80 lbs) 
and o>Jer), and Extra large (81 /bs and over) Dogs 
[Flea & Tick [& MosquitoJ[Treatment] [and] Control for Dogs 6 months of age or older] 
Effective on indoor and outdoor dogs 
([1][3][4[[61 monthly treatments) [11[31[41[61 Months Supply [241[481 doses 
Each tube [applicator] [kills fleas & ticks for 3 weeks] and [kills and repels mosquitoes for 3 to 4 weeks] 
[Protects for up to ]Four/4] Weeks][One month][Four/4 Week [Fiea][Tick][Mosquito] Treatment] 
[Aids in Control of Ticks for up to 30 days] 
Contains an Insect Growth Regulator (IGR) to kill flea eggs and prevent flea development for 

[more than 10 weeks] up to [75 days][2.5 months] 
[Starts Killing Fleas and Ticks within 15 minutes] 
[Kills 85% of ticks within 48 hours][Kil/s more than 50% of fleas in 2 hours] 
[Dual Action kills adult fleas and prevents flea development] 
[Breaks Flea Life Cycle for [more than 10 weeks] up to [75 days][2.5 months[ 
[Controls flea reinfestation for [more than 10 weeks] up to [75 days][2.5 months] 
[Kills fleas, ticks, mosquitoes, flea eggs and flea larvae] [Dual protection (against fleas and ticks)[ 
Kills the Deer Tick, which may transmit Lyme Disease 
Kills and Repels mosquitoes (a major carrier of canine heartworm) 
[With [S-Methoprene]lnsect Growth Regulator [IGR] to Break Flea Life Cycle] 
Convenient, easy to use ACCU-TIP DISPENSER [applicator][tube] 
Spreads naturally with dog's movement (skin and hair oils) 
[Non lrritating][FormulaJ[with special coat conditioning agent, LanolinJ[Contains lanolin for coat conditioning] 
Ideal for dogs with sensitive skin 

[Water Resistant] [to keep killing fleas and ticks in humid and wet conditions] 
[Fast Acting][Long Lasting][Kills Fleas and Ticks by Contact] 
[Easy to use] Longer applicator tip for easy application to long-haired dogs 
[Fresh][Cieani[[Scenti[Smelll 
[Reapply monthly] [Suitable for year-round use][Month] sticker for home calendar 
[Satisfaction guaranteed or your money back] 
&sed on testing, accidental exposure to cats from treated dogs wt!l not cause serious harmful effects 
Alternate Applicator claims: Unique applicator [tube] with flow control 
[no drip][ no mess][applicationllapplicator][tube] 

(Front or Back panel) 
ACTIVE INGREDIENTS: 
Etofenprox (CAS# 80844-07-1) .................................................................... 30.0% 
S-Methoprene (CAS # 65733-16-6) ................................................................. 3.6% 
Piperonyl Butoxide (CAS# 51-03-6)' ............................................................... 5.0% 
OTHER INGREDIENTS: ................................................................................ 61.4% 
TOTAL 100.0% 

*Equivalent to minimum 4.00% butylcarbityl (6-propylpiperony! ether) and 1.00% related compounds 

KEEP OUT OF REACH OF CHILDREN 
CAUTION 

See Back Panel for [Ingredients and] Additional Precautionary Statements 

NET CONTENTS: One: 1.5 cc Applicator [tube] {SmaJ.I-Toy Dogs)/3.0 cc Applicator [tube! {MediumSmall Dog<>)/ 
4.5 cc Applicator [tube! (baF§eMedium Dogs)/6.0 cc Applicator jtubeJ (Larg~ pogs)/S 
9.0 cc Applicator [tube] {Extra Large Dogs) _, _, 

EPA Reg. No. 2724·796 EPA Est. N6.' ' 
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RF2042 [COSO] 
IMPORTANT! Intended faFDO NOT USE on DOGS 6 MONTHS of AGE or LESSOldeF 
READ ENTIRE LABEL BEFORE EACH USE. USE ONLY ON DOGS. DO NOT USE ON OTHER 
ANIMALS! 

[RF2042 [COSO] prevents flea eggs from developing into adult fleas (more than 10 weeks] 
tor up to (75 days](2.5 months]. RF2042 [COSO] also kills fleas and ticks for 3 weeks and kills and 
repels mosquitoes for 3 to 4 weeks.] 

DIRECTIONS FOR USE: It is a violation of Federal Law to use this product in a manner inconsistent 
with its labeling. 

RF2042 [COSO] works by application directly to the dog's skin, not to the hair. When applying, 
manually push aside dog's hair to allow direct application to the skin. Do not get this product in dog's 
eyes or mouth. 

((Note: Application now assumes one applicator per animal per application)] 
[Note: Each package contains sufficient tubes/applicators for [X] applications] 
FOR [TOY][SMALL][MEDIUM] SIZE DOGS 
1. Bend at perforation and tear off first applicator (tube]. [ 
2. Hold applicator [tube][and bend area of plastic at perforation, tear off and discard.] Hold 

applicator (tube] upright and snap tip back, away from face and body. 
3. The dog should be standing for easy application. RF2042 [COSO] should be applied evenly to 

[two spots](toy small dogs)[three spots](small or medium dogs) on the top of the back from the 
shoulder to the base of the tail. At each spot, part the hair until the skin is visible. Place the tip of 
the tube on the skin and gently squeeze to expel a portion of the solution on the skin. Do not 
apply an excessive amount of the solution at any one spot that could cause some of the solution 
to run off the side of the dog. 

4. Do not spread RF2042 [COSO] by hand over the dog. Although the dog's skin and hair oils will 
naturally distribute the application over the entire dog, brushing the dog 12~24 hours after 
application will help to distribute the material over the skin .. 

5. Do not reapply product tor 30 days unless re~treatment is required, but not sooner than 8 days 
after the initial treatment. Do not retreat more than once per month .. 

6. Discard empty [tube]( applicator] as described in Storage and Disposal 
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[Note: Each package contains sufficient tubes/applicators for [X] applications] 
FOR [LARGE][EXTRA LARGE] DOGS 
1 Bend at perforation and tear off first applicator [tube]. [(Note- multi~application pack}] 
2 Hold applicator [tube][and bend area of plasf1c at perioration, tear off and discard.] Hold 

applicator [tube] upright and snap tip back, away from face and body 
3 The dog should be standing for easy application. Apply RF2042 [CDSO] evenly to four or five 

spots on the top of the back from the shoulder to the base of the tail. At each spot, part the hair 
until the skin is visible. Place the tip of the tube on the skin and gently squeeze to expel a portion 
of the solution on the skin. Do not apply an excessive amount of the solution at any one spot that 
could cause some of the solution to run off the side of the dog. 

[Alternate Directions for Use for multi~tube application 
3 The dog should be standing for easy application. Using the first applicator [tube], apply RF2042 

[COSO] evenly to four or five spots on the top of the back from the shoulder to the base of the taiL 
At each spot, part the hair until the skin is visible. Place the tip of the applicator [tube] on the skin 

and gently squeeze to expel a portion of the solution on the skin. Do not apply an excessive 
amount of the solution at any one spot that could cause some of the solution to run off the side of 
the dog. Using the second applicator [tube], apply as indicated for first applicator [tube] except 
start application at base of tail and apply on top of the back to the shoulder. 

4 Do not spread RF2042 [CDSO] by hand over the dog. Although the dog's skin and hair oils will 
naturally distribute the application over the entire dog, brushing the dog 12~24 hours after 
application will help to distribute the material over the skin .. 

5 Do not reapply product for 30 days unless re~treatment is required, but not sooner than 8 days 
after the initial treatment. Do not retreat more than once per month. 

6 Discard empty [tube][ applicator] as described in Storage and Disposal 

RF2042 [COSO] is most effective when used as part of a total flea and tick management program. 
Use other [Brand Name] products registered for residential area control of these pests in conjunction 
with this treatment. Monthly treatments are required for optimal control and prevention of fleas. 

[The successive feeding activity of fleas on pets may elicit a hypersensitivity skin disorder known as 
flea allergy dermatitis (FAD}. Treatment of pets with RF2042 [CDSO] rapidly kills fleas and may 
reduce the incidence of this condition.] 

[RF2042 [COSO] is water resistant and remains efficacious following exposure to rainfall or 
swimming.] 

TREATMENT SCHEDULE 
Dosage: 1 applicator every 30 days per do 

Pet's Name First Treatment Date Second Treatment Date Third Treatment Date 
(30 Davs From 1"1 (30 Davs From 2"'1 

Reminder: I purchased RF2042 [COSO] from: NOTES: 
Treatment table can be expanded based on package SIZe. (6 months) 

STORAGE and DISPOSAL: . Pesticide Storage: Store in a cool area away from children aQQ 
animals. Disposal: If empty: Do not reuse container [tube][applicator]. Place in' trd_sr. or offerloJ 
recycling if available. If partially filled: Call your local solid waste agency for disj:loSaJ,'instructicns. 
Never place unused product down any indoor or outdoor drain. 
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Material to be added to an e-Jacket/Jacket 

Reg. No. 2724-796 

Description: New Label 
1. Placement within the e-Jacketljacket: 

X Default: (chronological, top= newest) 

o File Location: (PDF page number, i.e., "before page 
45") 

2. o Send to Data Extraction contractors this material: 

X Newly stamped accepted label 

o Notification 

o NewCSF 

x Other: Correspondence 

3. Attach this coversheet to the top of the material or jacket. It 
must be well organized and clipped together, NOT STAPLED. 
Then give the material with this coversheet to staff in the 
Information Services Center (Room S-4900). 

Reviewer's Name: Kevin Sweeney 

Phone: --'3"'0~5~-~5~0~6""3 ____ Divis ion: __!_R~D~--
Date: 02/04/201 0 

Created February 4, 2010 
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FINAL MEETING MINUTES from EPA-WeJJmark International Meeting held January 28,2010 

Minutes were drafted by James Mcfadden and include changes from EPA 

Etofenprox Pet Product Issues 

1. We discussed pet product planning- listed current Pet product registrations and noted 
impending product submissions. Differences in AI concentrations between products were noted. 

2. Discussion continued based on the issues in 1he amendment submitted for the ETO 
COSO: (Combi Dog Spot·On) (EPA Reg. No. 2724-796) 

A. Some Revised Marketing claims were accepted (The statement "Contains lanolin for 
coat conditioning." is acceptable) 

B. New (confirmatory) efficacy study required. 
EPA claimed that most studies currently reviewed employ random attachment. They 
suggested that we pre-qualify for ticks (instead of for fleas as we sometimes do) and use 
more ticks to begin with in order to cope with the effects for loss due to grooming. 

C. Revised dose groups were accepted in the amendment. Question- will these groups 
be affected by the blanket mitigation on pet topicals that is coming out soon? 
K. Nesci said this discussion should be deferred to until after the announcement is made. 
Our understanding was that the EPA is not focused on the weight groups so much as the 
cat·dog interaction issues. The Pet Topical meeting with registrants was delayed 
because the Assistant Administrator had to be briefed. It is now expected that the 
announcement will be made sometime in February and that individual meetings with the 
registrants will be scheduled. 

D. In regards to the issue of potential safety to cats, the EPA has indicated an area of 
possible concern, suggesting an alternative inert be added instead of Lanolin. Maija said 
that she would be interested in hearing where this concern comes from, since our 
reviews of the issue did not find it documented in scientific journals. 

Deborah McCall responded that the EPA doesn't have hard scientific data, and admitted 
that it may be anecdotal. But she does claim that some cat varieties (Himalayan, a 
couple of others) do appear to be attracted to Lanolin. The EPA has concerns about the 
talal number of incidents, EPA seeking ways to protect multi-pet households. Specific 
label language may be required to separate dogs and cats following treatment. 

Wellmark noted that they have not been able to validate this claim in discussions 
following the meeting with our nutritionists and veterinarians. In fact, lanolin is not an 
ingredient approved by the Association of Animal Feed Control Officials (AAfCO) for use 
in pet food. At this point, the association between lanolin acting as an attractant appears 
to be entirely anecdotal. 

J. Mcfadden asked if there was a difference in sensitivity to incident reports- we are 
seeing a very low rate of deaths per million does sold. 

Deborah McCall responded that it isn't just deaths. Major incidents can result in 
significant costs to the owners. 

K. Nesci commented that EPA is broadly concerned about dog/cat interactions­
consumers aren't going to know what the A. I. is and whether there is a serious issue or 
not, therefore, some mitigation measures will apply to all pet topicals. 
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3. Discussion of the companion animal safety issues. Maija began with a review of the Max· 
Tox strategy, intended to support All etofenprox pet products and also mentioned that the 
statistical analysis prepared by the ASPCA (in the report amendment) had found that the clinical 
signs were only significant at the SX dose level. 

K. Nesci asked for clarification of the amendment and whether the statistical analysis was 
included (it was). 

Deborah McCall stated that Byron Backus had been tied up with the pet topical issue for three 
months- she has given no priority to the review. Her priorities are driven by the PRIA issues first 
and the non-fast track amendments second, then whatever other major issues she has to deal 
with (like the pet topical issue). Current priorities exceed personnel availability. 

Due to the issue of Wellmark subm'dt'lng the action to the Agency as a rebuttal and not a PAl A 
amendment no specific time frame for the review is given. Wellmark may consider submitting an 
amendment under PRIA in order to get a more predictable review time. 

4. As a final issue before the meeting broke up, we discussed whether the companion 
animal safety issues for the Pet Spray and Shampoo could be separated from the topical, 
considering the much lower application rates. EPA may be willing to consider this issue, and 
they suggested that we should cite the ASPCA statistical analysis included in the amendment in 
the data matrix for the low end spray and shampoo products. 

Meeting Attendees 

Kevin Sweeney, EPA 
Kimberly Nesci, EPA 
Deborah McCall, EPA 
Byron Backus, EPA 

James McFadden, Wellmark International 
Steven Spaulding, Wellmark International 
Maija Mizens, Wellmark International 

2 
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For summary purposes, the table below shows current 
and planned etofenprox-based pet products. 

"'OJ6 ~· 2724-504 RF2004 (C'C'SO) -40.0% ETO. 3.Mo S-Mfu 

2009 ~..,,., 4-796 RF2042 (CDSO} ·- 30.0% ETO. 5°·o PBO, 3.6~<> S-Mfu .... ... '·· 

2009 1 "7., 4- ":'() "':' ... ..... ·-~ ' RF2063PET SPR.~Y · OSO~o ETO. 1. '15%• PBO, 0.2 7~<> S-Mfu 
1- 2010 2 72-4-}."").;{ RF2112 & RF2Q"9 SI1<·unpoo 0.10°;<> ET0.1.1-4°o PBO, 0.10% S-JK.IJ:4 

~ 
2010 ~ .., '-4-}."").;{ ......... --- RF212 7 S: RF2126 Pt>t Sm'aY 0.25% ETO. 0. 75% PBO. 0.10% S-J)dtlt 
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2724-796, CDSO 
1. Amendment submitted last August rec'd- issue 3: 

Claims for no adverse effects on cats - not allowed 
(in fact, EPA has significant concerns) 

But: 
ETO/PBO combinations were tested in the CAS studies for 

the Pet Spray - PBO level tested was 2-8X higher than 
the dose in 6ml of CDSO 

All deaths attributed to the Cat Spot On in 2008 are not 
attributed to proper use (improper use, symptoms 
inconsistent with etofenprox, or underlying disease 
condition (death rate 8 per 1 million doses sold) 

Lanolin and cats- lanolin is in numerous pet products­
we are unable to find scientific documentation that 
lanolin is attractive to cats 
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2724-796, CDSO AND 2724-797, RF2063 Pet Spray 
2. Puppy CAS rejected 
TRB's major concerns was: 
- Minor adverse effects occurred in the lX treatment 

group; the study was not considered to provide an 
acceptable margin of safety. 

- Wellmark response to DER submitted 8/21; included 
statistical analysis by S. Hansen et al. 

Where do we stand on this review? 
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2724-796, coso 
1. Amendment submitted last August rec'd- issues 1&2: 

- Marketing claims - revised wording accepted 
- Change in dose volume for XL dogs - modified 
(there will now be 5 skus, change delayed to 2011) 

-We will schedule new efficacy 

Q. - Will we face issues as part of topical review? 
(Will these groups be affected by the pending 
mitigation?) 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

Mr. James McFadden 
Regulatory Project Manager 
Wellmark International 
1501 E. Woodfield Road 
Suite 200W 
Schaumberg, IL 60173 

Dear Mr. McFadden: 

Subject: Non-Fast Track Label Amendment (R340) 
Product Name: RF2042 
EPA Registration No. 2724-796 
Application dated August 31,2009 

OH-ICE OF l'llE\'E)>;TIO~- PI,_\ fJCIDES -\ND 
IUXIC SLBST-\~C/~5 

JAN 1 9 2010 

The labeling referred to above, submitted in connection with registration under the 
Federal Insecticide, Fungicide and Rodenticide Act, is acceptable provided you: 

1: Remove: "Non-irritating" and "Ideal for dogs with sensitive skin" because the precautionary 
statements for "Humans and Domestic Animals" indicate that "Repeated exposure to etofenprox 
can cause skin irritation." 

2. Remove: "Based on testing, accidental exposure to cats from treated dogs will not cause 
serious harmful effects." Please see the Companion Animal Safety data evaluation review (DER) 
for more details. 
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3. The name of the group and the weight class MUST appear on the label with the dosing 
directions. Revise the dosing regime as follows: 

DO NOT USE on DOGS 6 MONTHS of AGE or less. 

Group Weieht Class Dose Volume 
TovDogs 6 to 12lbs. 1.5 ml 
Small Dogs 13 to 31lbs. 3.0ml 
Medium Dogs 32 to 55 lbs. 4.5 ml 
Large Dogs 56 to 80 lbs. 6.0 ml 
Extra Large Dogs 81lbs and over 9.0 ml 

4. Remove "with special coat conditioning agent, Lanolin" 

5. The statement: "Contains lanolin for coat conditioning." is acceptable. 

6. Since the parasites were placed along the dorsal mid-line following product application in one 
of the studies, the agency requests confirmatory efficacy data. The study should include 
application of the product to the dorsal mid-line with parasites distributed on the animal's body 
in accordance with EPA guidelines. The study results must be submitted by March 1, 2011. 
Please see the attached DER for more details. 

A stamped copy of the label is enclosed for your records. Submit two copies of the 
revised finished labeling within 30 days of the receipt of this letter. If you have any questions, 
please contact Kevin Sweeney at (703) 305-5063. Thank you for your cooperation in this matter. 

Enclosure 

l'ncerely. (7 I 

1 v 0vkvc~ 
$i har~t;;;;r (I 
Pro uct ;;panager 13 
Registration Division (7505P) 
Insecticide Branch 

2 
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RF2042 [COSO] 
For Small (6·12 04S-Ibs.), Medium (13·31 4S-3ll-lbs.), Large (32-55 31 8Q lbs.) and Extra Large (56 lbs 
and over -84 160 lbs.} Dogs 
[Flea & Tick [& Mosquito] [Treatment] [and] Control for Dogs 6 months of age or older] 
Effective on indoor and outdoor dogs 
([1][3][4[[6] monthly treatments) [1][3][4][6] Months Supply [24][48] doses 
Each tube [applicator] [ki!!s fleas & ticks for 3 weeks] and [kills and repels mosquitoes for 3 to 4 weeks] 
[Protects for up to [Four/4] Weeks][One month][Four/4 Week [Fiea][Tick][Mosquito] Treatment] 
[Aids in Control of Ticks for up to 30 days weeks] 
Contains an Insect Growth Regulator (!GR} to kill flea eggs and prevent flea development for 
[more than 10 weeks] up to [75 days][2.5 months] 

[Starts Killing Fleas and Ticks within 15 minutes] 
[Kills 85% of ticks within 48 hours][Kills more than 50% of fleas in 2 hours] 
[Dual Action kills adult fleas and prevents flea development] 
[Breaks Flea Life Cycle for [more than 10 weeks] up to [75 days][2.5 months] 
[Controls flea reinfestation for [more than 10 weeks] up to [75 days][2.5 months] 
[Kills fleas, ticks, mosquitoes, flea eggs and flea larvae] [Dual protection (against fleas and ticks)] 
Kills the Deer Tick, which may transmit Lyme Disease 
Kills and Repels mosquitoes (a major carrier of canine heartworm) 
[With [S-Methoprene] Insect Growth Regulator [IGR] to Break Flea Life Cycle] 
Convenient, easy to use ACCU-TIP DISPENSER [applicator][tube] 
Spreads naturally with dog's movement (skin and hair oils) 
[Non-lrritating][New (use for first production only or 6 months)][Formula][with special coat conditioning agent, 
Lanolin][Contains lanolin for coat conditioning] ACCEPTED 
Ideal for dogs with sensitive skin With COMMENTS 
[Water Resistant] [to keep ki!!ing fleas and ticks in humid and wet conditions] In jfft :yegt~frrated 
[Fast Acting][Long Lasting][Ki!ls Fleas and Ticks by Contact] under the Federal rnsectteide, 
[Easy to use[ Longer applicator tip for easy application to long-haired dogs Fungicide. and Rodenticide Act, 

as amended, for the pe&Uclde 
[Fresh][Ciean[[Scent][Smell] re~tered under EPA R%!:· No. 
[Reapply monthly] [Suitable for year-round use][Month] sticker for home calendar ~I ,6 if .-- ?9 (ij 
[Satisfaction guaranteed or your money back] 
Based on testing, accidental exposure to cats from treated dogs wi!! not cause serious harmful effects 
Alternate Applicator claims: Unique applicator [tube] with flow control 
[no drip][no mess][application][applicator][tube] 

(Front or Back panel) 
ACTIVE INGREDIENTS: 
Etofenprox (CAS # 80844·07 -1) ..................................................................... 30.0% 
S-Methoprene (CAS # 65733-16·6) ................................................................... 3.6% 
Piperonyl Butoxide (CAS# 51-03·6)' ................................................................ 5.0% 
OTHER INGREDIENTS: ................................................................................ 61.4% 
TOTAL 100.0% 

~Equivalent to minimum 4.00% butylcarbityl (6-propylpiperonyl ether} and t.OO% related compounds 

KEEP OUT OF REACH OF CHILDREN 
CAUTION 

See Back Panel for [Ingredients and] Additional Precautionary Statements 

NET CONTENTS: One: t.S cc Applicator {tube] (Small Oogs)/3.0 cc Applicator [tube] (W.edium Dogs)/ 
4.5 e,.Q cc Applicator {lube! (large Dogs)/69.0 cc Applicator [tube] (Ex:ra lc.r.;;e Dogs) 

EPA Reg. No. 2724-796 EPA Est. No 

1 
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RF2042 [COSO] 
IMPORTANT! Intended for Use on Dogs 6 Months of Age or Older 
READ ENTIRE LABEL BEFORE EACH USE. USE ONLY ON DOGS. DO NOT USE ON OTHER 
ANIMALS! 

[RF2042 [COSO] prevents flea eggs from developing into adult fleas [more than 10 weeks] 
for up to [75 days][2.5 months]. RF2042 [COSO] also kills fleas and ticks for 3 weeks and kills and 
repels mosquitoes for 3 to 4 weeks.] 

DIRECTIONS FOR USE: It is a violation of Federal Law to use this product in a manner inconsistent 
with its labeling. 

RF2042 [COSO] works by application directly to the dog's skin, not to the hair. When applying, 
manually push aside dog's hair to allow direct application to the skin. Do not get this product in dog's 
eyes or mouth. 
[(Note: Application now assumes one applicator per animal per application)] 

[Note: Each package contains sufficient tubes/applicators for [X] applications] 
FOR (SMALL][MEDJUM] SIZE DOGS 
1. Bend at perforation and tear off first applicator [tube]. [ 
2. Hold applicator [tube][and bend area of plastic at perforation, tear off and discard.] Hold 

applicator [tube] upright and snap tip back, away from face and body. 
3. The dog should be standing for easy application. RF2042 [COSO] should be applied evenly to 

[two spots](small dogs)[three spots]( medium dogs) on the top of the back from the shoulder to the 
base of the tail. At each spot, part the hair until the skin is visible. Place the tip of the tube on the 
skin and gently squeeze to expel a portion of the solution on the skin. Do not apply an excessive 
amount of the solution at any one spot that could cause some of the solution to run off the side of 
the dog. 

4. Do not spread RF2042 [COSO] by hand over the dog. Although the dog's skin and hair oils will 
naturally distribute the application over the entire dog, brushing the dog 12M24 hours after 
application wiD help to distribute the material over the skin .. 

5. Do not reapply product for 30 days unless reM treatment is required, but not sooner than 8 days 
after the initial treatment. Do not retreat more than once per month .. 

6. Discard empty [tube][applicator] as described in Storage and Disposal 

[Note: Each package contains sufficient tubes/applicators for [X] applications] 
FOR [LARGE][EXTRA LARGE] DOGS 
1 Bend at perforation and tear off first applicator (tube]. [(Note- multi-application pack)] 
2 Hold applicator [tube][and bend area of plastic at perforation, tear off and discard.] Hold 

applicator [tube] upright and snap tip back, away from face and body 
3 The dog should be standing for easy application. Apply RF2042 [COSO] evenly to four or five 

spots on the top of the back from the shoulder to the base of the tail. At each spot, part the hair 
until the skin is visible. Place the tip of the tube on the skin and gently squeeze to expel a portion 
of the solution on the skin. Do not apply an excessive amount of the solution at any one spot that 
could cause some of the solution to run off the side of the dog. 
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[Alternate Directions for Use for multi~tube application 
3 The dog should be standing for easy application. Using the first applicator [tube], apply RF2042 

[COSO] evenly to four or five spots on the top of the back from the shoulder to the base of the tail. 
At each spot, part the hair until the skin is visible. Place the tip of the applicator [tube] on the skin 

and gently squeeze to expel a portion of the solution on the skin. Do not apply an excessive 
amount of the solution at any one spot that could cause some of the solution to run off the side of 
the dog. Using the second applicator [tube], apply as indicated for first applicator [tube] except 
start application at base of tail and apply on top of the back to the shoulder. 

4 Do not spread RF2042 [COSO] by hand over the dog. Although the dog's skin and hair oils will 
naturally distribute the application over the entire dog, brushing the dog 12·24 hours after 
application will help to distribute the material over the skin .. 

5 Do not reapply product for 30 days unless re·treatment is required, but not sooner than 8 days 
after the initial treatment. Do not retreat more than once per month. 

6 Discard empty [tube][applicator] as described in Storage and Disposal 

RF2042 [COSO] is most effective when used as part of a total flea and tick management program. 
Use other [Brand Name] products registered for residential area control of these pests in conjunction 
with this treatment. Monthly treatments are required for optimal control and prevention of fleas. 

[The successive feeding activity of fleas on pets may elicit a hypersensitivity skin disorder known as 
flea allergy dermatitis (FAD). Treatment of pets with RF2042 [COSO] rapidly kills fleas and may 
reduce the incidence of this condition.] 

[RF2042 [COSO] is water resistant and remains efficacious following exposure to rainfall or 
swimmina.l 

TREATMENT SCHEDULE 
Dosage: 1 applicator every 30 davs oer do 

Pet's Name First Treatment Date Seoond Treatment Date Third Treatment Date 
(30 Days From 1 ") (30 !Slavs From 2"') 

" 
Reminder: I purchased RF2042 [COSO] from: NOTES: 
Treatment table can be expanded based on package s1ze. (6 months) 

STORAGE and DISPOSAL: . Pesticide Storage: Store in a cool area away from children and 
animals. Disposal: If empty: Do not reuse container [tube][applicator]. Place in trash or offer for 
recycling if available. If partially filled: Call your local solid waste agency for disposal instructions. 
Never place unused product down any indoor or outdoor drain. 

PRECAUTIONARY STATEMENTS 
HAZARDS TO HUMANS AND DOMESTIC ANIMALS • CAUTION 
DO NOT USE ON DOGS LESS THAN 6 MONTHS OLD. For external use only. Causes moderate eye 
irritation. Avoid contact with eyes or clothing. Wash thoroughly with soap and water after handling and 
before eating, drinking, chewing gum, using tobacco, or using the toilet. Repeated exposure to etofenprox 
can cause skin irritation. Consult a veterinarian before using this product on debilitated, aged, pregnant, 
nursing, or animals on medication. Sensitivities may occur after using ANY pesticide product for pets. If 
signs of sensitivity occur, bathe your pet with mild soap and rinse with large amounts of water. If signs 
continue, consult a veterinarian immediately. --
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FIRST AID 
If in eyes • Hold eye open and rinse slowly and gently with water for 15-20 minutes. 

• Remove contact lenses, if present, after first 5 minutes, then continue rinsing 
• Call a poison control center or doctor for treatment advice. 

Have the product container or label with you when calling a poison control center or doctor or going for 
treatment. You mav also contact 1-800-XXX-XXXX for emeroencv medical treatment information. 

WARRANTY AND CONDITIONS OF SALE: 
Seller warrants that this product conforms to the chemical specifications expressed on the label. To the 
extent consistent with applicable law, Seller makes no other warranties, and disclaims all other warranties, 
express or implied, including but not limited to warranties of merchantability and fitness for the intended 
purpose. To the extent consistent with applicable law, seller's liability for default, breach, or fallure under this 
label shall be limited to the amount of the purchase price. To the extent consistent with applicable law, Seller 
shall have no liabHity for consequential damages. 

In case of emergency or for product information, call1-800-xxx-xxxx. 

Wellmark International 
1501 E. Woodfield Road. 200W 
Schaumburg, Illinois 60173 
[URL] 
Made in USA 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

December 9, 2009 

MEMORANDUM 

OFFICE OF PREVENTION, PESTICIDES 
AND TOXIC SUBSTANCES 

Subject: Name of Pesticide Product: 
EPA Reg. No. /File Symbol: 

RF 2042 (CDSO) 
2724-796 

DP Barcode: 
Decision No.: 
Action Code: 

DP 369326 
419448 
R340 

PC Codes: 067501 (Piperonyl butoxide: 5%) 
105402 (S-methoprene: 3.6%) 
128965 (Etofenprox: 30%) 

From: Byron T. Backus, Ph.D., Toxicologist 
Technical Review Branch 
Registration Division (7505P) 

To: Kevin Sweeney/Richard Gebken, RM 13 
Insecticide Branch 
Registration Division (7505P) 

Registrant: WELLMARK INTERNATIONAL 

FORMULATION FROM LABEL: 

Active Ingredient(s): 
128965 Etofenprox 
I 05402 S-Methoprene 
067501 Piperonyl butoxide 
Other Ingredient(s): 

TOTAL 

ACTION REQUESTED: The Risk Manager requests: 

(3 r' . (3 ..---t---.., 
1J~~./ 'l-oo1 

~'~ 

30.0% 
3.6% 
5.0% 

61.4% 
100.000% 

"Please review labelling of etofenprox product and associated discussion in the attached MRID." 

Page I of2 
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BACKGROUND: 

The material received for review includes a cover letter from the registrant dated August 31, 
2009, a regulatory label data sheet from the registrant indicating revisions, and a document 
(MRID 47844001) titled: "Evaluation of the toxicity of Dog Spot-on RF2042 [CDSO] to Cats 
and Kittens." The two proposed label revisions which are relevant to toxicity are I) [Non­
Irritating][Formula] [with special coat conditioning agent, Lanolin][Contains lanolin for coat 
conditioning] Ideal for dogs with sensitive skin, and 2) Based on testing, accidental exposure to 
cats from treated dogs will not cause serious harmful effects. 

COMMENTS AND RECOMMENDATIONS: 

I. We can accept a statement indicating that this formulation contains lanolin for coat 
conditioning. We cannot accept a statement that the formulation is non~irritating or ideal for 
dogs with sensitive skin. 

2. Although the material in MRID 47844001 references studies on cats and kittens conducted 
with etofenprox~containing formulations in which no significant adverse effects were observed, 
the Agency has received incident reports for both the primary registration (2724~504) and 
distributor products (2724-504-270 and 2724-504-2596) of a 40% Etofenprox and 3.6% S­
methoprene containing formulation. These incidents include a total (for 2008) of 82 deaths (by 
all exposure routes) in cats or kittens. In addition, the presence oflanolin in 2724~796 creates a 
potential problem, as some cats (particularly Siamese) may be attracted to lanolin (see 
http://www.messybeast.com/pica.htm), and may go out of their way to lick lanolin-treated items. 
It is also noted that 2724~504 does not contain piperonyl butoxide, which is present in 2724~796 
and which could enhance the toxicity of the etofenprox to the cat. Based on these considerations 
TRB recommends against any statement indicating that accidental exposure to cats from treated 
dogs will not cause serious harmful effects. 

3. Based on the incident reports for EPA Reg. No. 2724-504 and the attractiveness oflanolin to 
some cats, TRB strongly recommends that lanolin be removed from 2724~ 796. Otherwise some 
cats in multiple~ pet households will ingest this product by licking or grooming the dog's treated 
coat. 

Page 2 of2 
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Efficacy Review 

Date: 

Efficacy Reviewer: 

January 6, 2010 

Clayton Myers, Ph.D., Entomologist, RD-IB 
mvers.clavtonr@,epa.gov 
703-347-8874 

Risk Manager Rev.: Kevin Sweeney 

Product: RF 2042 (CDSO) 

EPA Reg.#: 2724-796 

A.I.'s: Etofenprox (30.0%), S-Methoprene (3.6%), Piperonyl Butoxide (5.0%) 

Decision#: 419448 

DP#: 369329 

Submission: R340, Amendment 

MRIDs: Submitted: 47844002 

GLP: No 

MRID 47844002 

Title: RF2042 (CDSO), EPA Reg. No. 2724-796 Summary of Efficacy Data 

Guideline: OPPTS 810.3300 

Materials and Methods: Various; a summary response to prior efficacy reviews and 
clarification on new pet dosing proposal 

Study Summary of the Results: 

1. Adequate flea kill was demonstrated by study 3344 -within 15 minutes (i.e., speed of 
kill claims) 

2. Tick control for ADT and BDT exceeded 80% for 30 days 
3. Flea control was greater than 90% for 23 days 
4. Inhibition of flea development exceeding 98% lasted for 100 days 
5. Inhibition of mosquito blood feeding lasted for 28 days for all3 species of 

mosquitoes. 
6. Ixodes tick mortality was greater than 95% for 45 days (in vitro). 
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7. A new dosing scheme is proposed with volume of treatment based on the animal's 
surface area rather than body weight, for 4 new proposed weight ranges. 

8. An argument is presented regarding the placement of parasites from a previous study 
(along the dorsal midline ofthe animal rather than anatomically distributed, per the 
810.3300 guideline). 

Entomologist's Observations/Discussion: 

Flea data was reviewed and supports the new proposed speed of kill claim. 

While the new dosing scheme (based on a matrix of surface area to weight conversions) is 
adequate to support the reshuffling of dog weight classes and the addition of a 4.5 mL dosing 
option, the open-ended top classification still runs the risk of under-treating exceptionally large 
dogs. While open-ended dosing may be present on other labels, this has been a recurring issue 
that the Agency seeks to rectify, especially in situations where the top group includes animals as 
small as 50 lbs. While a 150 lb animal might not require triple the dose of a 50 pound animal 
(using your proposed dosing scheme as an example, and based on the nature of the surface area 
to weight relationship you describe), it certainly would require a significantly higher dose than 
what would be applied to even a median sized animal in what would become a large and highly 
variable weight class (e.g., certainly dosing for an 80-l 00 lb dog is not adequate for a 140-150 
dog). There must still be adequate dosing classification for dogs weighing greater than 80 
pounds on this product label, unless the dosing matrix (comparing weight to surface area) can be 
extended to show how dosing for animals would calculate out, up to 150 lbs. As currently listed 
(and presented in the Aprill meeting), the dosing based on surface area for very large dogs was 
not supported by the presented matrix, and presumably 125-150 lb dogs would receive less than 
~ 1500 g AI/BSA square meter, which is the lowest concentration shown to be efficacious in your 
studies. Therefore, in that prior meeting, it was decided that dosing could be listed on the label 
up to the point where the matrix showed that an adequate dose was delivered. It was determined 
based on the matrix you presented that an 8 mL dose was minimally adequate for dogs weighing 
up to 125 pounds. 

Given the new dosing proposal, and given the desire by the company to have an open ended 
dosing statement for the largest class of dogs, which would now again include dogs over 125 lbs, 
a 9 rnL dose and dispenser must be included for those dogs 81 lbs and higher (i.e., 'exceptionally 
large dogs') with appropriate directions for use. A 9 mL dose would ensure adequate a.i. dosing 
for animals up to a reasonable maximum size encountered in the pet market of 150 lbs. 
Alternatively, the company would be allowed to revert to the agreement reached at the 1 April 
meeting, whereby an 8 mL dispenser could be included with a notation on the label indicating 
that an 8 mL application is adequate to treat dogs between 81 and 125lbs. 

The tick data from Study Number 3268 were reviewed and the data supports the aids in control 
claim for ticks up to 30 days. 

While the registrant argues that placement of ticks along the dorsal midline is common for 
efficacy studies (to decrease the loss ofticks due to scratching), the 810.3300 guideline is clear 
in stating that arthropods are to be placed with sufficient anatomical distribution. In addition to 
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better simulation of natural infestations, this also helps avoid bias in the studies that could occur 
by placing insects in areas of highest a.i. concentration (especially important for spot-ons, which 
according to label directions and study protocols, were applied along the dorsal midline). While 
parasite losses due to scratching are a possible issue, this effect would have been seen in both the 
treated and control animals and could be addressed by the addition of more parasites. Numerous 
studies have been submitted to the Agency using the proper anatomical distributions as listed in 
the guideline without any compromise to the integrity of study statistics or efficacy 
measurement. This issue is one of the reasons that animals are prequali:fied for tick and flea 
infestations, so that study animals can be chosen based upon having high rates of parasite 
retention. While the flea and tick claims were not and should not be denied outright due to this 
study shortcoming, the registrant should submit some sort of conditional data demonstrating 
efficacy to parasites that are properly placed elsewhere on the animal's body. This study would 
not need to be a full-sized study with animals of all size groups, etc. Instead, the data 
requirement could be a smaller 2 treatment study (i.e., treatment and control only) on a 
population of animals in the middle of the company's dosage matrix (i.e., mediwn sized dogs 
where the dosage per animal surface area is lowest, e.g. ~1500 g AI/BSA in square meters). 
Furthermore, such data could be taken from a randomly selected subset of data from another 
efficacy study being conducted, perhaps for a parallel or future submission. 

Overall Review of Efficacy Label Claims and Directions: 

1. New dosing as listed on the submitted amended label is acceptable only if an additional 
classification is made for exceptionally large dogs (8llbs and up) to be dosed with 9 mL 
of product. Alternatively, the labeling may revert back to the agreement from the 4-1-09 
meeting with the Agency, whereby the old dosing scheme would be used, and an 8 mL 
treatment would be put in place for dogs between 81 and 125 lbs. 

2. The "Aids in control ofticks for up to 30 days" claim is acceptable. 

3. "Kills more than 50% of fleas in 2 hours" is acceptable. 

4. "[Water resistant] [to keep killing fleas and ticks in humid and wet conditions]" is 
acceptable. 
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Re: Pel product questions 10/23/09 10:50 AM 

'E. ··F=··········· ...... ·················································· ............. . ····.····· ,,··········· ····F··· .. ····E···············~······ 
. "m" : , R I \R I , ReplyiReply : R I \R I :Reply IRe ply Reply\Reply : :Co 
c"'•'="' RIIRI epyepy.h .epyepy All"h 'F dDI '"· ; !.AW: M ,epyep y . b H' : WJt out : ~~ A 11 to wtt to All without; J)rware ete UJ< . - essage· wtt tstoryi 'ill...OJ..L , . ! , 

! ____ _ ____ ___ ___ _______ _ . __ _ _ _ _ __ _ _: _____________________ ] ~--tt:.~-~-~:-~-t-~~)-; ______________________ j H_tst~ry ____ ----------- -~-!!.a.~~-~-~-~-~~t(_s)i __ _ _ _ , ____________ :0 
Richard 

Gebken/DC/USEP A/US 

I 0/23/2009 08:06 AM 

To Kevin Sweeney/DC/USEPA/US@EPA 

cc 
bee 

Subject Re: Pet product queSlions 

Kevin, 

I looked back at the communications dated April 1, 2009. 
We can revisitthe "Nonirritating" claim, if there is evidence in the 
incident data that refutes the claim. 
The same scenario would also apply to Hartz if they wanted to add the 
claim. 

The 3 month supply claim is just that. I certainly doesn't imply that it 
protects the pets for 3 months. 

Richard 

-wKevin Sweeuey---10/23/2009 07:34:31 AM---I will callS. Schatzow 
today. Note that you may have the meeting minutes from au April 2009 
meeting with Wellruark in your emai 

From: 
To: 
Date: 
Sul~iccl: 

Kevin Sweeney/DCIUSEPA/US 
gebken.richard@epa.gov 
I 0/23/2009 07:34 AM 
Pet product questions 

I will call S. Schatzow today. 

Note that you may have the meeting minutes from an April 2009 
meeting with Wellmark in your emaiL They were sent by either Jim 
McFadden or Steve Spaulding in mid to late April. 

I will not be in the office again until Nov 2 and I will search for them at 
that time. I am not bringing my epa computer with me because it takes 
all day to boot up from a remote location. I have my personal laptop 
with me to check mail etc. 

Essentially -

https://dcwebmall3.epa.govtmalljksweeney.nsf/38d46bfSe8f08834852564b500129b2c/83964d5507688a13852576580041ee53?0penDocument Page 1 of2 
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Re: Pet product questions 

the tick data support 21 days and I am pretty sure there are other labels 
that state supply times that do not apply to all pests. This include 
etofenprox and also some of the fipronil products because I can't 
remember fipronillasting 30 days against mosquitoes so a lesser claim 
was allowed on the labels that Ann was doing. 

Mosquitoes -they got good results against Anopheles and Aede. As 
Steve Schatzow indicates the Culex were not that good. We had them 
drop Culex based claims and remove any West Nile virus claims. 
Instead they were restricted to just 'mosquitoes'. 

Non-irritating was discussed and we let them have it. They dropped the 
cosmetic claims. 

I still have to look at flea and tick parts of the study but I thought we 
resolved the application issue and that the protocol was fine. Clayton did 
a pretty thorough review. 

Kevin 

Kevin 
Kevin J. Sweeney, Senior Entomologist 
U.S. Environmental Protection Agency 
Office of Pesticide Programs 
Registration Division (7505P) 
1200 Pennsylvania A venue, NW 
Washington, D.C. 20460-0001 
+I 703 305 5063 

https://dcwebmall3.epa.gov /mall/ ksweeney.nsf /3 8d46bf5e8f0883485 2 564b5 00 129b2c/83 964d 5 507688a 1385 2 5 765 8004lee5 3?0penDocument 

10/23/09 10:50 AM 

Page 2 of 2 



 
84

..:?7~'+ -790 

Memorandum 

Date: 0'1 I o 4 I o'i 

To: ____ P_M __ 1_3 ___ __, Regulatory Manager 

From: Information Services Branch, ITRMD 

Your receipt of this data submission is not an 
indication that MRIDs for the enclosed studies have 
been posted to OPPIN. 

We expect that it will be approximately 5 days 
from the above date before the study-level data is 
available in OPPIN. 

If you have any questions about this process, 
please contact Teresa Downs (305-5363). 

This is a: ci fully accepted submission 
D partially accepted submission 
D rejected submission 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

September 3, 2009 

WELLMARK INTERNATIONAL 
1501 E. WOODFIELD ROAD, SUITE 200 WEST 
SCHAUMBURG, IL 60173 

Report of Analysis for Compliance with PR Notice 86-5 

OFFICE OF 
PREVENTION, PESTICIDES AND 

TOXIC SUBSTANCES 

Thank you for your submittal ofOl-SEP-09. Our staff has completed a preliminary 
analysis of the material. The results are provided as follows: 

Your submittal was found to be in full compliance with the standards for submission of 
data contained in PR Notice 86-5. A copy of your bibliography is enclosed, annotated with 
Master Record ID's (MRIDs) assigned to each docwnent submitted. Please use these numbers in 
all future references to these documents. Thank you for your cooperation. If you have any 
questions concerning this data submission, please raise them with the cognizant Product 
Manager, to whom the data have been released. 
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21-Day Screen Completed by 
Contractor 

21-Day Expires on c;-.2z-o<J 

Jacket# ~7c2 ¥- 7'7t 
MRID# l/7fVtf"rj 

Content Screen: Recommended to 
LP~Fail 

86-5 Review:1P~Failed/NA 

Transfer This Jacket to: 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

September 2, 2009 

OPP Decision Number: D-419448 
EPA File Symbol or Registration Number: 2724-796 
Product Name: RF 2042 (CDSO) 
EPA Receipt Date: 01-Sep-2009 
EPA Company Number: 2724 
Company Name: WELLMARK INTERNATIONAL 

STEVE SPAULDING 
WELLMARK INTER.i'IATIONAL 
1501 E. WOODFIELD ROAD, SUITE 200 WEST 
SCHAUMBURG, IL 60173 

OFFICE OF 
PREVENTION, PESTICIDES AND 

TOXIC SUBSTANCES 

SUBJECT: Receipt of Registration Amendment Subject to Registration Service Fee 

Dear Registrant: 

The Office of Pesticide Programs has received your amendment and certification of 
payment. If you submitted data with this application, the results of the PRN-86-5 screen will be 
communicated separately. During the administrative screen, the Office of Pesticide Programs 
has determined that this Action is subject to a Pesticide Registration Service Fee as defined in 
the Pesticide Registration Improvement Act. 

The Action has been identified as Action Code: R340 

NON-FAST-TRACK (INCLUDES CHANGES TO PRECAUTIONARY LABEL 
STATEMENTS;SOURCE CHANGES TO AN UNREGISTERED SOURCE); 

No additional payment is due at this time. 

If you have any questions, please contact the Pesticide Registration Service Fee 
Ombudsman at (703) 305-6249. 

Sincerely, 

7'~~ 
Front End Processing Staff 
Information Technology & Resources Management Division 
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IFee for Service! 
Ji 

{857078N-

l ,T_h_is_p_a_ck_a_ge_i_nc_lu_d_es_t_h_e _fo_uo_w_in_g_j ~-- fo~ 0-i-vi-sio_n __________ l 

o New Registration 

~Amendment 

521 Studies? 
J 

Fee Waiver? 

I I 
I I 
I , 

0 AD 
0 BPPD 

Risk Mgr. 
r:: volpay % Reduction: __ , 1 

_! ----- ======JJ~L ~=-===-::, 

JRe~eipt ~o. -- -- S- ~~ =8==57=0=7==8~ 
===== j --! 

EPA File Symbol/Reg. No.I ~ =2=7=2=4-=7=96~ 
Pin-Punch Date: ._I _9_/_1/_2_00_9-----' 

-------------------- - -------------- -------------------- ------------------------

~ This item is NOT subject to FFS action. 

- ·Action Coder:-- 1 \ ParenVChild Decisions: 1, 
I: 

i I 
' 

i --
'-----

i!'l Inert Clea,r~dj\for ~tended Us~ _ [jj _ Uncleared ln_e __ 

1
rtx _·n _ r __ o __ duct 

- 1:\; ' ' \ ! ): ""'> -- -Rev1ewer: I! 1 ll \ !.M------'r-L"\ v ~----" 1 Date: 7 / 0 7 
! -

Remarks: 
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PRIA 2-21 Day Content Screen Review Worksheet 
(EP NOPP Use Only) 

3/23/09 
21 Day Screen Start Date: 9- I -0 'I / 
Experts In-Processing Signature: ME I/&At~&7wl/ Date <J-z-oY Fee Paid: Yes_V 
Division management contacted on issues No Yes Date' ______ _ 

EPA Reg. Number: '2. 7 7._L/- 7iG EPA Receipt Date: '1-(-o'J 
Items for Review Yes No N/A* 

1 
Application Form (EPA Form 8570-l)(link to form) signed & complete 
including package type x 
Confidential Statement of Formula all boxes completed, form signed, and x dated (EPA Form 8570-4) (Link to form) 

2 
a) All inerts (link to http://www.epa.gov/opprdOOI/inerts/), yes no 

including fragrances, approved for the proposed uses (see 
Footnote A) 

3 
Certification with Respect to Citation of Data (EPA Form 8570-34) (Link to 

X form) completed and signed (N/A if 100% repack) 

Certificate and data matrix consistent X 
If applicant is relying on data that are compensable, is the offer yes no 

to pay statement included. (see Footnote B) 

If applicable, is there a letter of Authorization for exclusive use onlv. 
Formulator's Exemption Statement (EPA Form 8570-27) (Link to fonn) 

4 completed and signed (N/ A if source is unregistered or applicant owns the K technical) 

Data Matrix (EPA Form 8570-35) (Link to fonn) both internal and external X copies (PR 98-5) (Link to PR 98-5) completed and signed (N/A if 100% 
repack) 

5 
yes no ll;t < ... 

a) Selective Method (Fee category experts use) x ;; ·. 
I > b) Cite-All (Fee category experts use) 

I ~~~ "r' Y;" •.• .•. 
c) Applicant owns all data (Fee category experts use) 

5 Copies of Label (link to htt(!://www.eJ!a.gov/om:!feadl!labeiiug/lr!!![) x 6 (Electronic labels on CD are encouraged and guidance is available)( link to 
http://www.epa.gov/pesticides/regulating/registering/submissions!index.htm#labels 
) 
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7 Is the data package consistent with PR Notice 86-5 (link to PRN 86-5) IX 
Notice of Filing (link to 

8 httl!://www.ega.gov/)!esticides/regulatingLtolerance netitions.htm) included 
with petitions (link to X: http://www.epa.e;ov/pesticides/re2ulating/tolerances.htm) ' 

9 
If applicable for conventional applications, reduced risk rationale (link to 

X http://'tvwtv.epa.gov/opprdOOl/workplanfreducedrisk.html) 

Required Data (link to 
httQ: I IVt'\VW .e }!3. gov/ uesti cides/ regulating! data reguirements.htm) and/or 
data waivers. See Footnote C. 

a) List study (or studies) not included with application 

10 

2 
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Comments: 

-\.\nx:\ies fDSSeci ~!o -6 i<eviwJ 

- lA I o~ 
WIQ NOJ'c\)( on:l Ul\\tlCOJi()\1 W/ k(~f~<:Y1v (ito:Tiof\'t 
-m cc:mpu..u jXJl(ll)" 

* N/A- Not Applicable 

Footnotes 

A. During the 21 day initial content review, all CSFs will be reviewed to determine 
whether all inerts listed, including fragrances, are approved for the proposed uses. If an 
unapproved inert is identified, the applicant must either 1) resolve the inert issue by, for 
example, removing the inert, substituting it with an approved inert, submitting 
documentation that EPA approved the inert for the proposed pesticidal uses, correcting 
mistakes on the CSF, etc. or 2) provide the data to support OPP approval of the inert or 3) 
withdraw the application. Removing or substituting an inert ingredient will require a new 
CSF and may require submission of data. All information. forms, data and 
documentation resolving the inert issue must have been received by the Agency or the 
application withdrawn within the 21 day period. otherwise. the Agency will reject the 
application as described below. 

To successfully complete this aspect of the 21 day initial content screen, applicants are 
strongly encouraged to verify that all inert ingredients have been approved for the 
application's uses even if a product is currently registered by consulting the inert Web 

3 
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site [link to http://www .vva.gov/opprd001/inerts/lists.html] and il Lhe inert is not 
approved, to obtain the necessary inert approval prior to submitting an application 
to register a pesticide product containing that inert ingredient. Some inert 
ingredients are no longer approved for food uses or certain types of uses. The name 
and/or CAS number on a CSF must match the name and CAS number on this web site. 
Simple typographical errors in the name or CAS number have resulted in processing 
delays. 

If an inert is not listed on the inert ingredient web site and the applicant believes that the 
inert has been approved, the applicant should contact the Inert Ingredient Assessment 
Branch (IIAB) at inertsbranch@eoa.gov and resolve the issue. Copies of the 
correspondence with IIAB resolving the issue should accompany the application. All 
new inerts except PIP inerts are reviewed by IIAB. The IIAB should also be contacted 
for any questions on what supporting data needs to be submitted for and the Agency's 
inert review process. Questions on PIP inerts should be directed to the Chief of 
Microbial Pesticides Branch [Link to 
http://www.epa.gov/oppbppd1/biopesticides/contacts bppd.htrn]. 

When a brand, trade, or proprietary name of an inert ingredient is listed on a CSF, 
additional information such as an alternate riame of the inert, CAS number or other 
information [link to http://www.epa.gov/opprd001/inerts/tips.pdn must also be included 
to enable the Agency to determine if it has been approved. Each component of an inert 
mixture (including a fragrance) must be identified. In some cases, the supplier of the 
mixtme or fragrance may need to provide this information to the Agency. Prior to the 
Agency's receipt of an application, applicants must arrange with a proprietary mixtme or 
fragrance supplier to provide the component information to the Agency or promptly upon 
EPA's request. If the inert ingredients in a proprietary blend (including fragrances) 
cannot or are not identified or provided within the 21-day content review period, the 
Agency will reject the application. 

During the 21 day content review, applicants should submit information to the individual 
identified by the Agency when the applicant is informed of an unapproved inert. 

Unapproved Inerts Identified on CSFs 

All applications except conventional new products and PIPs 

Once an unapproved inert is identified on a CSF, the Agency will contact the 
applicant with the following options: 

1. Correct the application by, for instance, correcting the inert's identity or CAS 
number, providing documentation that the inert has been approved, or 
removing the unapproved inert from the CSF or replacing it with one that is 
approved for the application's uses; or 

2. Submit the information and data needed for the Agency to approve the 
unapproved inert. If this option is selected and implemented, the Agency may 
request an extension in the PRIA decision review timeframe to accommodate 
the inert review/approval process; 
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3. Withdraw tt .... application (the Agency retains 25% ot 1.11e full fee for the fee 
category estimated); or 

If none of these options is selected and implemented by the applicant within the 
21 day content review period, the Agency will reject the application and retain 
25% of the full fee of the category identified. 

Conventional New Product APPlications 

When the Registration Division identifies an unapproved inert on a CSF with an 
application for a new product that the applicant has not identified as requiring an 
inert approval (R3ll, R312 or R313), it will contact the applicant with the 
following options: 

I. Correct the application by, for instance, correcting the inert's identity or CAS 
number, providing documentation that the inert has been approved, or 
removing the unapproved inert from the CSF or replacing it with one that is 
approved for the application's uses; or 

2. Submit the information and data needed for the Agency to approve the 
unapproved inert, including any required petition to establish or amend a 
tolerance or exemption from a tolerance. (This option may change the PRIA 
category for the application, which could require a longer decision review 
time and a larger fee. If additional fees are due, they must be received by the 
Agency within the 2I day content review period.) 

3. Withdraw the application (the Agency retains 25% of the full fee for the fee 
category estimated); or 

If none of the above options is selected and implemented during the 21-day 
content-review period, the Agency will reject the application and retain 25% of 
the appropriate fee for the new product-inert approval category. 

PIP Applications 

When the Biopesticide and Pollution Prevention Division identifies an 
unapproved inert on a PIP CSF and a request to approve the inert does not 
accompany the application, it will contact the applicant with the following 
options: 

I. Correct the application by, for instance, correcting the spelling or name of the 
inert to that in 40 CPR I74, or providing documentation that the inert has been 
approved; or 

2. Submit the information and data needed for the Agency to approve the 
unapproved inert. If an inert ingredient tolerance exemption petition is 
required, the petition must be received by the Agency and the B903 fee paid 
within the 2I day period. If this option is selected and implemented, the 
Agency will discuss harmonizing the timeframe for both actions. 
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3. Withdraw the application (the Agency retains 25% of the full fee for the fee 
category estimated); or 

If none of the above options is selected and implemented during the 21 day 
content review period, the Agency will reject the application and retain 25% of 
the fee. 

B. A policy on documentation of offers to pay is still being developed, however, for a 
mew too or fast track (similar/identical) new product, R300 or A530, an application 
without the necessary authorizations of offers to pay will be placed into either R30 I or 
A531. The Agency recommends that authorizations of offers to pay be submitted with 
other PRIA applications to avoid delays in the Agency's decision. 

C. Biopesticide applicants are advised to contact the Agency and discuss study waivers 
prior to submitting their application to the Agency. Documentation of such discussions 
should be submitted with the study waiver. 
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ipt for Rejection Phone calk 

Contact Name:00:f\O,Uv Nc'Fo:octm 
Phone#: 1141- 3)0- 5309 
Email:Jfflc foJ:\d.m @lU\t(o.i , Ul\'fc 

First Call/Initials: 
Date: 0'1/ O'il 
Time: /0:5G 

Second Call/Initials: 
Date: 
Time: 

This is. __ ,.(J"'B"----------~ EPA contractor. 

I'm calling regarding your submission in support of 
621<74- 7% RF C<OLJ-01 ( CDSO) 

We have found the follo~ deficiencies regarding: 
PRNotice86.5: Yesor~ 

Volume/Study Title: 

Volume/Study Title: 

Volume/Study Title: 

Additional volumes continued on back of page: Yes or No 

Application Package:@or No 

l1p d0:1(~ ·rroJ·r\y. 

Jmcfa de/H)~ ccn T'f'l'l Cull" 

These deficiencies have been approved by EPA. 
The corrections can be faxed to 703-305-5060/Attn: --------· 

Second CaWEmail: 
If we do not receive the corrections by , we will process 
your submission, accordingly. Please direct all future calls and 
correspondence to the appropriate EPA Risk Manager. 
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EPA Submission: 2724-796, RF 2042 (COSO) 

Jennifer Brandon ~0 jmcfadden 

Cc Sree Nair 

Hi Mr. McFadden, 

09/08/2009 11 :02 AM 

This is a follow- up email with regard to your submission in support of the registration of the 
product RF 2042 (CDSO) (EPA Registration Number: 2724-796). We have found the 
following deficiencies regarding this submission 

The Certification with Respect to Citation of Data (EPA Form8570-34) and the Data 
Matrix Form (EPA Form: 8570-35) are missing from the application package. 

You can find these forms in the following website: http://epa.go~esticides/registrationkit' 

You can send these forms and the corrected pages either by fax to 703-305-5060/ ATTN: Jennifer 
Brandon or email them to brandon.jellliifer@epa.gov. If you have any further questions, please 
feel free to call me. 

Thanks, 

Jennifer Brandon 
Data Analyst (EPA Contractor) 
2777 S. Crystal Drive 
Arlington. VA 22202 
Ph: 703-305-0074 
Fax: 703-305-5060 
Email: brandon.jennifer@epa.gov 
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RE: EPA Submission: 2724-796, RF 2042 (COSO) 
~~*"''-~~~JJ;a3fmTlE!e~s~M"cCIF~i~~~-:_~ _ _!~~ Jennifer 8!:~-~-~~-~------------ __________________ o_~~9~!2009 -~1_:5_3 -~~---

Hi, Jennifer -

Thanks for your e-mail. I have attached the signed and scanned forms that you 
requested. 

Thank you for your assistance in this matter. 

Regards, 

James McFadden 
Regulatory Project Manager 
Wellmark International 
Central Life Sciences 

Tel: 847-330-5369 

-----Original Message-----
From: Brandon.Jennifer@epamail.epa.gov 
mailto:Brandon.Jennifer@epamail.epa.gov] 
Sent: Tuesday, September 08, 2009 10:02 AM 
To: James McFadden 
Cc: Nair.Sree@epamail.epa.gov 
Subject: EPA Submission: 2724-796, RF 2042 (COSO) 

Hi Mr. McFadden, 
This is a follow- up email with regard to your submission in support of 
the registration of the product RF 2042 [CDSO) (EPA Registration Number: 
2724-796) . We have found the following deficiencies regarding this 
submission. 

The Certification with Respect to Citation of Data (EPA Form 
8570-34) and the Data Matrix Form (EPA Form: 8570-35) are missing 
from the application package. 

You can find these forms in the following website: 
http://epa.gov/pesticides/registrationkit/ 

You can send these forms and the corrected pages either by fax to 
703-305~5060/ ATTN: Jennifer Brandon o~ email them to 
brandon.jennifer@epa.gov. If you have any further questions, please feel 
free to call me. 

Thanks, 

Jennifer Brandon 
Data Analyst (EPA Contractor) 
2777 S. Crystal Drive 
Arlington, VA 22202 
Ph: 703-305-0074 
Fax: 703~305-5060 

Email: brandon.jennifer@epa.gov 

Disclaimer: This communication and any attachments contain private, 
confidential, privileged and/or proprietary information intended solely for 
the Recipient(s) named above. If you are not the intended Recipient, any use, 
dissemination, distribution or copying of the communication is strictly 
prohibited. If received in error, we apologize and ask that you please notify 
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Completion of 21-Day Content Screen 

PM - --/.......13,~..--

EPA Reg. #(File symbol) }7hf~7ct6 

Decision # D 0 f cr'(y 

Thank you, 

Data package delivered to 
you on 9/tolrJc · . 

(dat~) 1 

Jacket/Mini-jacket will be 
transferred to you today. 
(Pick up from Document Center) 

Registration Division's 21-Day Content Team 
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Regurai'ory Type: }Pr~cl R~Qistrtiio~ -Section 3:;---'-. -... c=:Jc~-, fee for Service: Yes: !-,No, 

--A~:~cati~hType:'_~er:;d~~, ~ -_-_ , _-_:2:] -- Blli&ble:', _r.cves -'I: No 

Print Letter 
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*C
om

m
ercial/financial inform

ation m
ay be entitled to confidential treatm

ent*

) 

/ 

• 1039879 
~ 

INVOICE NUMBER INVOICE SAP DOCUMENT NUMBER GROSS AMOUNT DISCOUNT NET AMOUNT 

DATE 

PRIJCFEE RF2042 08/24/2009 1900078872 3,444.00 0.00 3,444.00 

' 

' 

. 
' 

• .. 
' 

/ 

' 

• 
' ' i \, 

' 
'• • ' ' 

I 

( 
! ' 

. ' / 
' 

,:r; .·s. ENVIRONMENTAL/PROTECTION1005118 TOTALS ---> 3,44,4.00 0.06 3,4~4.00 

AG'ENCY 

\Wellmark lntl & Farnam Co's, Inc. 
Central life Scie~:~ces 
1501 E. Woodfield Rd Suite 11200W 
Schaumburg, IL 60173 

r ; 

Check Number 
Bank of America 
Bank of America ·'rllinois 
Chicago, Illinois 60697 

! 

' ' 

719 

i ~ 

PAY ••• THREE THOUSAND- FOUR~UNDRED FORTY-FOUR USD*** 
CHECK DATE 
08/31/2009 

CHECK AMOUNT 
). / 
3,444.00 

l I 
' U._·a_. ENVIRONMENTAL PROiBCTION TO THE 

ORDER AGEl'(cfl;:>::·;:l ,· __ __ 
OF . .--J WASHING'roN 'FINANCE 

' -F~FRA .SERV~CE FEES 
P.O. BOX'-979074 . . . . .- . 

c 
CENTER 

,( 
' 

( ST. L6U:i::S)10 6;3197-9000 

' . 
VOID AFTER 

BY 

( ) 
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Please read instructions on reverse before compfetfnco 'I Form A' rr 'MB No 2070 0060 Approval expires 2 28-95 - - -• -Uniteo ::itates § 1-{egis~ration ! 
OPP Identifier Number 

n 
EPA ,-, Environmental Protection Agency Amendment 

' Washington, DC 20460 Other i 
A lication for Pesftcide ~Section I 

t. Company/Product Numbar 2_ EPA Product Manager ! 3. Proposed Classif1caUon 

Wellmark !nternational/2724-796 R. Gebken 

------------------------- ·------ ---- ---------

ONone D Restricted 4. Company/Product (Name! PM# 
We!!mark Jnternationa!IRF2402 (COSO) 

i 13 
----------- ---------------------------- --·------- ------------ ------ --- ----------------------- -----

' Name and Address of Applicant I Re{listrant (Include ZIP Code) 6. Expedited Review. In accordance with FIFRA Section 3(C)(3) 

Wellmark International (b)(i), my product is similar or identical in composition and labeling to: 

1501 East Woodfield Road, Suite 200 West 
EPA Reg. No 

Schaumburg, Illinois 60173 -------------------- ---------- ---------------

Product Name 

D Check if this is a new address 

Section- II 

0 Amendment- Explain below_ D Final printed labals in response to 
Agency letter dated 

D Resubmission in response to Agency letter dated D "Me Too" Application 

D Notification- Explain below_ D Other- Explain below. 

'----- --------------------. ---------------------------- ----------------------------------- ---------- ---------- -------------·· ---------- -----

Explanation: Use additional page(s) if necessary. (For section I and section II.) 

label amendment to address marketing claims as disccused in an April1 phone conference with EPA. The amendment addresses 3 issues: 1. Addition 
of claims related to the low potential for adverse effects on cats: 2. Submission of a request to change the dose volume and retail container sizes; 3. 
Marketing claims related to coat conditioning properties of the shampoo. Since this amendment is supported by data that can be reviewed in RD, it 
should be assigned to PRIA category R340. For questions, contact: James McFadden; tel: (847) 330-5369; fax: (847) 330~5391; E-mail: 
jmcfadden@central.com 

Section~ Ill 

1. Ma~r}_<l!_!~!~!'!~l:l_~~_!-~ill. be Pac~~-(!~~J_n_~-- ··--- -------------- ---- ------------· ---· ------------

Child-Resistant Packag'1ng un·~ Packaging Water Soluble Packaging 2_ Type ot Container 

[jy" @y" ~Mernl @y" " No Plastic 
No ---!-- Glass 

tt "Yes Unit No_ per : lt"Yes Unit No. per Paper 

• Certification musf be Packaging wgl. container :Packaging wgt container other (Specify) 

submitted 1_5f3r4.5f6cc ' 
3_ Locaflon of Net Contents lntormabon ' S'1ze(s) Relail Container '· Location ot Label Directions 

0Label Ocontainer 1.513/4.516 cc applicators ~On Label 

E~r--i~;,-~graph 
.. 

~JO;~~r 
______ On La_~~~ ll_~o_n:'!)anying P~oduct 

6. Manner in Which Label is Affixed to Product printed on cardboard carton 
Paper glued 
Stenciled 

Section -IV 

1. Contac1 Point _(~omp!ete Items directly below for ld_en_lification of in_fi_i\'~(i_!lal to be contacTed, If necess_ary,_t_~-J>l:~<:ess tills iif':P:'f<:<;~tfon.{ --··· ---
Name Tille Telephone No_ (Include Area Code) 

James McFadden Regulatory Project Manager (847) 330-5369 
---------·· --- --- --- --- ---

Certification 6. Dale Application 

I certify thai the statements I have made on this form and all allachments thereto are true. accurate and complete. I Received 

acknowledge lhat any knowingly lalse or misleading statements my be punishable by fine or imprisonment or both (Stamped) 
under applicable law. 

-- -- -- -- -- -- --

2.Signature ~ 3. Title 

~.d' 
Regulatory Project Manager 

~ ~ 

--- -- ----- --- -- ----~~ 

4_ Typed Name 5_ Date 

James McFadden Aug. 31,2009 

EPA Form 8570-t jRev. 3-94) Prewous ed>ttons are obsolete. -White EPA F1le Copy (ong1nal). -Yellow APPliCant copy 
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Wellmark" 

August 31, 2009 

Richard Gebken, PM 13 
Registration Division 
Document Processing Desk 
Office of Pesticide Programs (7505P) 
U.S. Environmental Protection Agency 
Room S-4900, One Potomac Yard 
2777 South Crystal Drive 
Arlington VA 22202 

478440-00 

James McFadden, Ph.D. 

Regvlator; Project Manager 

Wellmark International 

1501 E. Wcodlield Ad 

Suite 200VV 

sc·naumburg. ll 60"\ 73 

847-330-5369 phone 

847-330-5391 fax 

jm:-;fadden @co;ntral.com 

\'IW1v.central:ifesciences.com 

Subject: Submission of a Label Amendment for a Product Containing Etofenprox: 
EPA Reg. No. 2724-796, RF2042 (CDSO) 

Dear Mr. Gebken: 

Enclosed with this letter please find an application for a Label Amendment for the above-named 
product. This label amendment addresses a number of wording issues related to marketing claims 
that could not be addressed prior to registration. These issues were discussed by phone conference 
with EPA on April l, 2009, and the issues are the same as discussed in that conference. 

Because this label amendment is supported by data that can be reviewed in RD. we expect that it will 
be assigned to PRIA category R340, with a PRIA fee of $3444. A check for that amount has been 
submitted to the appropriate lockbox and a copy is enclosed. 

There are three main issues addressed in the amendment as follows: 
1. Claims related to the potential for adverse effects on cats 
The Notice of Registration dated March l01

h, In 3.j, it was noted: "Remove: "Based on lesting, 
accidental exposure to cats will not cause serious harmful effects." and "Can be used in households 
with dogs and cats." Please see the Companion Animal Safety Study recommendatio.t.>." 

The recommendations state: It is also noted that the label claims: "Can be used in 
households with dogs and cats" and "Based on testing, accidental exposure to cats will not 
cause serious harmful effects" [presumably based on additional studies which have been 
submitted to the Agency} have not yet been evaluated and accepted. 

Page I of5 
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Lao<:~ Amcndmem, 2724-796 

These claims, as noted in the cover letter submitted with the application, are supported by Wellmark's 
etofenprox cat spot-on, which contains 40% etofenprox: 

"Well mark has an etofenprox-based cat spot on (EPA Reg. No. 2724-504) that contains 40% 
etofenprox. Wellmark has conducted and submitted a Companion Animal Safety study (in cats) to 
support this product (MRID 46513409). The results of this study found that: 

No treatment-related findings were noted in food consumption, body weight and clinical 
pathology indices. The test material, RF2004[CCSO], produced no systemic effects when 
applied dermally to the dorsal neck area of young adult cats. Minimal dermal effects of 
unknown cause were noted in three cats at the highest doses. 

Although the product was applied dermally, due to cats self-grooming activity, some oral 
exposure would be expected and was therefore tested in that study. Since direct application of a 
formulation containing 40% etofenprox to cats does not cause severe adverse reactions, (and the 
safetv studv for the cat spot on showed a significant margin of safetv) it can be inferred that 
accidental direct application or indirect exposure of cats to etofenprox from a dog spot-on 
treatment should not cause severe adverse effects." 

In response to this issue, Well mark is submitting a report that specifically reviews the potential 
toxicity of the RF2042 (COSO) to cats (Mizens, 2009). 

2. A second issue is the recommendation to change dose volume for extra large dogs: 
In 3.k., it was noted: Change the highest dose (Extra Large Dogs) from 8.0 cc to 9.0 cc to be 
consistent with dose titration in your studies. There is no evidence that a lower dose will be 
efficacious. 

This was not explained in our application, but although the dose titration established the effective 
dose, it is well understood that efficacy is based on the mg/m2 on the fur, and body surface area does 
not increase proportionately to body weight. Thus extra large dogs have proportionately less surface 
area than smaller dogs. This also means it is possible to translate the efficacy data that was initially 
developed on a mg/kg basis to cover efficacy based on mg/m2. 

And in fact, that is what was done. The tables in the enclosed report show that the medium dogs (dogs 
actually used in the efficacy studies) have a lowest coverage of -1.6 g/m2. But the largest groups also 
can cover the animals with an essentially equivalent mg/m2 dose of etofenprox. 

As discussed in our April 1, 2009 phone conference, it was agreed that the EPA would accept an 
alternate proposal keep the volume for the largest group at 8 mL, but reduce the top weight limit for 
the extra large dogs. If we reduce the range of the Extra-large Dog size to 81 to 125 lbs, the lnwe<;t 
coverage and average for the top group fall closer to the lowest levels for the mediu:r. dogs. 

However, since that time, our Marketing group has determined that they would liY:f' 1.11 tl-te dose 
groups revised, and the highest weights are no longer supported. The current propo:::al (:able below) 
is essentially equivalent to weight divisions for competitor products. 

Group Wei2ht Ran2e Dose Volume --1 Small Doas 6to 12Jbs 1.5mL i 
Medium Doas 13 to 3llbs. 3.0mL I 
Larae Doas 32 to 551bs. 4.5mL •i 
Extra-Laffie oW$ 56 lbs and over 6.0mL I 

Page 2 of5 
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LaE.Jd Amendment, 2724-796 

A summary of the efficacy studies submitted previously and calculation of the dose on a mg/m2 

basis is provided for review (Rudolph, 2008). Note also that competitor products also have open­
ended size groups for extra-large dogs, so we expect the same allowance. 

3. The third general issue is marketing claims that were removed in label review: 
a. Coat Conditioning: In f), it was noted: Non-Irritating/Coat Conditioning Formula-Non-irritating 
is acceptable, but a coat conditioning claim might not be allowed: implied use of a pesticide for some 
purpose other than killing pests, 40 CFR 156.10 

It is true that statements about the value of a pesticide for purposes other than as a pesticide are 
prohibited, but it is also true that these claims are commonly allowed on pet products. We have no 
reason to expect that our product should be treated differently than other pet products. In addition, 
what is prohibited by the CFR is false or misleading claims about the value of a product- non 
pesticidal claims by themselves (that are true) are permitted and are even explicitly permitted in 
PR 98-10. Since this product does contain lanolin, the coat conditioning claim is based on that 
ingredient. 
Some alternate wording of this claim has been added, such as 

"Contains lanolin for coat conditioning" 

b. Tick control: The review noted that: 
Aids in control of ticks for up to 30 days [one month]-Not acceptable. Should be 
revised to 3 weeks. 

Table 2 from Wellmark International Study Number 3268 is reproduced as an Appendix 
to this letter. The data in Well mark International Study Number 3268 report that an 
average (for Brown dog ticks and American dog ticks) of 57.7% reduction in ticks was 
achieved on day 30. According to OPPTS Guideline# 810.3300: 

"A minimum of 50% reduction must be apparent for an ''aids in control'' claim." 

Since this study shows that RF2042 meets the criteria, the claim should be allowed. 

As an additional note in regards to the efficacy testing, it was noted that: 

The parasite placement was along the dorsal midline of the animal, which is the same area where 
treatment was applied. This doesn't meet the standard of 'sufficient anatomical distribution' per 
810.3300 ...... Please explain and justify why application of ticks and fleas were made to the mid­
dorsal line where the treatment was made and why it is more appropriate for product evaluation 
than a random placement of parasites on different areas of the animal. 

It is well known that placement of ticks away from the dorsal area results in increased loss oi tic:CS 
due to scratching. The removal of ticks by dogs (when they are placed in acce..;sible areas) ca•tses 
degradation of study statistics, and can result in invalidation of studies. The study was conducted 
with the most practical method for testing efficacy. 

Please let me know if you have any questions in regards to this submission or need 
additional information. 

Regards, ~ 

/ ~:_~ 
~~:Affr,.,(t~.___ 
- James McFadden, Ph.D. 

Regulatory Project Manager 

Page 3 of 5 
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Label Amendment, 2724~ 796 

Table 2 from Well mark International Study Number 3268 

TABLE 2: AMERICAN DOG TICK AND BROWN DOG TICK EFFICACY DATA 
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Laue! Amendment, 2724-796 

TRANSMITTAL DOCUMENT, PAGE 1 

L NAME AND ADDRESS OF SUBMITTER 
Wellmark International 
1501 E. Woodfield Road 
Suite 200 West 
Schaumburg, IL 60173 

2. REGULATORY ACTION SUPPORTED BY THIS SUBMISSION 
Submission of Files to Support Label Amendment for RF2042 (CDSO), 
EPA Reg. No. 2724-796 

3. TRANSMITTAL DATE 
August 31, 2009 

4. LIST OF DOCUMENTS SUBMITTED 

47844'001 l. Mizens, M. (2009) Evaluation of the toxicity of Dog Spot-on RF2042 (CDSO) to Cats and 
Kittens, unpublished, Wellmark International Study Number 3617, 13 pp. 

47844002 2. Rudolph, R. (2009) RF2042 (CDSO), EPA Reg. No. 2724-796: Summary of Efficacy Data, 
unpublished, Wellmark International Study Number 3643, 9 pp. 

5. COMPAl'IYNAME 
Wellmark International 

6. COMPANY AGENT 
James McFadden 
Regulatory Project Manager 
Wellmark International 
1501 E. Woodfield Rd., Sutte 200West 
Schaumburg, IL 60173 

7. AGENT SIGNATURE bL'~ 
/ 

DATE: August 31,2009 

8. COMPANY CONTACT: JamesJ. McFadden PHONE: 847-330-5369 
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.. abel Amendment, 2724-796 

TRANSMITTAL DOCUMENT, PAGE 1 

I. NAME AND ADDRESS OF SUBMITTER 
We!lmark International 
1501 E. Woodfield Road 
Suite 200 West 
Schaumburg, IL 60173 

2. REGULATORY ACTION SUPPORTED BY THIS SUBMISSION 
Submission of Files to Support Label Amendment for RF2042 (CDSO), 
EPA Reg. No. 2724-796 

3. TRANSMITTAL DATE 
Au gust 31 , 2009 

4. LIST OF DOCUMENTS SUBMITTED 

1. Mizens, M. (2009) Evaluation of the toxicity of Dog Spot-on RF2042 (CDSO) to Cats and 
Kittens, unpublished, Wellmark International Study Number 3617, 13 pp. 

2. Rudolph, R. (2009) RF2042 (CDSO), EPA Reg. No. 2724-796: Summary of Efficacy Data, 
unpublished, Wellmark International Study Number 3643, 9 pp. 

5. COMPANY NAME 
Wellmark International 

6. COMPANY AGENT 
James McFadden 
Regulatory Project Manager 
Wellmark International 
1501 E. Woodfield Rd., Suite ZOOWest 
Schaumburg, IL 60173 

7. AGENT SIGNATURE~~ DATE: August 31,2009 

8. COMPANY CONTACT: James J. McFadden PHONE: 847-330-5369 
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REGULATORY LABEL DATA SHEET 

File Name: 

Product: 

Approved: 

OVERVIEW: 

Page# 

1 

epa amend doses 809.doc Data Sheet Date: 

RF2042 [COSO] EPA Reg#: 

Amendment submitted Supercedes: 
8/09 

August, 2009 

2724- 796 

7/24/09 

Amendment to change dose ranges and add marketing claims 

Description of Major Changes 

Revise dose sizes (marketing decision), additionally net contents revision 

Marketing claims: 

Aids in control of ticks timeframe revised from 3 wks to "up to 30 days" 

Added flea speed of kill claim 

Added ·'Flea·· to reinfestation claim (clarity) 

Deleted '·New" reference (over 6 months marketing) 

Added lanolin conditioning claims .. added sensitive skin ciaim 

Added humid/wet conditions claim to "water resistant" 

Added cat exposure claim (to treated dogs) 

Added new applicator style claims 

l 
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Form Aoc: roved OMB Nos. 2070-0060· 2070-0057· 2070-0 to7· 2070-0122· 2070-0 t64 

,., 
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY W' l:llZZ' 1200 Pennsylvania Avenue, N.W. j 

WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reponing btm:lcn for this coi!Cl:tion ofinfonnation is estimated to avemge 1.25 lmur:s per response for regislration 
and 0.25 hours per response for reregistration and special review activities, including time for reading the in.~tructions and completing the necessary forms. Send 
comments regarding burden estimate or any other aspect of this collel:lion ofinfonnation, including suggestions for reducing the burden to: Director, Collection 
S!nltegies Division (2822T), U.S. Environmental Prote.-:tion Agency, 1200 Pennsylvania Avenue, N.W., Washington, DC 20460. Do not send !he completed form 
to this address. 

Certification with Respect to Citation of Data 

ApplicanrsfRenistranl's Name, Address, and Telephone Number EPA Registration Number/File Symbol 
Wellmark lfllemalional, f501 E. Woodfield Rd., Suite 200W. Schaumburg, 1l60193 (847) 330-53fli 2724-7g6 

AcUve lnoredienl{sl and/or representative test comoovnd{sl Date 
Ethofenprox, Piperonyl Butoxide, (S}-Me!hoprene August31, 2009 

General Use Pallem(s) (list all those claimed for this product using 40 CFR Part 158) Product Name 
Pets and domestic animals (dogs) RF2042 (COSO) 

NOTE: If your product is a 100% repackaging of another purchased EPA-registered product labeled for all the same uses on your label, you do nol need to 
submitthts form. You must submit the Formulator's ExempUon Statement (EPA Form 8570-27). 

D 1 am responding to a Data...Call-ln Notice, and have included with this form a list of companies sent offers of compensation (the Data Matrix form should 
be used for this purpose). 

SECTION 1: METHOD OF DATA SUPPORT (Check one method only) 

D I am using the cile-all mel hod of support, and have included with this form 

0 
1 am using the selective method of support (or die-all option 

a nst of companies sent offers of compensation (the Data Matrix form under the selective mel hod), and have included wilh this form a 
should be used for this purpose). completed list of dala requirements (the Data Matrix form must be 

used). 

SECTION II: GENERAL OFFER TO PAY 

[Required if using the cite-all method or when using the cite--all option under the selective method to satisfy one or more data requirements! 

D 1 hereby offer and agree to pay compensation, to other persons, with regard to the approval of this application, to the extent required by FIFRA. 

SECTION Ill: CERTIFICATION 

1 certify that this application for registration, this form for reregistration, or this Data-Call-In response is supported by all data submitted or cited in the 
application for regislration, the form for reregislration, or the Data-Call-In response. In addition. if the cite-all option or cite-all opfion under the selecfiVe me1hod is 
indicated in Section I, this application is supported by all data in the Agency's files that (I) concern the properties or effects of this product or an identical or 
substantially similar product. or one or more oflhe ingredienls in I his product; and (2) is a type of data that would be required to be submitted under the data 
requirements in effect on the date of approval of this application if the applicalion sought the initial registration of a product of identical or similar composition and 
uses. 

I certify I hal for each exclusive use study cited in support of this registration or reregistration, that I am the original data submiller or that I have obtained 
the wrillen pennission of the original data submitter to cite that study. 

1 certify that for each study cited in support of this registration or reregistration that is not an exclusive use study, either: (a) 1 am the original dala 
submitter; (b) 1 have oblained the permission of the original data sub miller to use the study in support of this application; (c) all periods of etiglbili!y for 
compensation have expired for the study; (d) the study is in the public literature; or (e) 1 have nolified in writing 1he company that submilled the study and have 
offered (I) 10 pay compensation to the extent required by sections 3(c)(1)(F) and/or 3(c)(2)(8) of FIFRA; and (ii) to commence negoliations to determine the 
amounl and terms of compensation. if any, to be paid for the use of the study. 

I certify that in all instances where an offer of compensalion is required. copies of all offers to pay compensation and evidence of their delivery in 
accordance w~h sections 3(c)( I)(F) and/or 3(c)(2)(B) of FIFRA are available and will be submitted 10 the Agency upon request Should 1 fail to produce such 
evidence to lhe Agency upon request. I undersland I hat the Agency may initiate action to deny, cancel or suspend I he registration of my product in conformity with 
FIFRA. 

I certify that the statements 1 have made on this form and all attachments to it are true, accurate, and complete. 1 acknowledge that any 
knowingly false or misleading statement may be punishable by fine or imprisonment or both under applicable law. 

s;'"''"" / ~/ :;;?/ar Typed or Printed Name and Tille 

~-ft:..!/ ... /. r~ James McFadden, Regulalory Projecl Mgr, 

" EPA Form 8570-34 (12 2003) E1ectron1c and Paper vers1ons ava11able. Subm~ only Paper vers1on. 
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(!) :<> 
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY Form Approved OMB Nos. 2070-0060: 2070-0057; 

1200 Pennsylvania Avenue, N.W. 2070-0107; 2070-0122: 2070-0164 
WASHINGTON, D.C. 20460 

Paperwork Reduction ActNotice: The pubHc reporting burden for this collection of information Is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for rereglstrallon and special 
review actfvities, including time tor read:~~1.the inslru~1~ns,;~ completing the necessary form~ .. ~~~~ comments,~:~arding the burden estimate ~~~~ny olheraspect of this collection of information, Including suggestions for reduc!ng 
the burden to: Director, Collection Strate ies Division 2622 , U.S. Environmental Protection A enc , f200 Penns lvania Avenue, N.W., Washln ton, OC 20460. Do not send the form to this address. 

DATA MATRIX 
Date·. A us131, 2009 EPARe No.!Fite S mbot 2724-796 Pae1of1 
Applicant's/Registrant's Name & Address Wellmark. International Product 

1501 E. Woodfield Rd., Su~e 200West 
SchaumbUi-n: tL 60173 

RF2042 (COSO) 

In redients: S -Metho rene Ethofen rox, PBO 
Guideline Reference Number Guideline Stud Name MRID Number Submitter Status Note 
810.3300 Treatment to Control Pests ofHumans and """ Wellmark International OWN submitted herewith 

Pets 
870.7200 Target Animal Safety- Cats """ Welhnark International OWN submitted herewith ., .,-

" ' " " " " ." '- '- '- '- ' '- '- '- " ' " " " " ' '- " s 
'- '- " " " " " " ' " """ " '- " ' '- " " 'C 

" '- " " " " " " ' " " " " " ' "" " ' Signature / ~ 
Name and Title Date 
James McFadden, Regulatory Project Manager August 31, 2009 

EPA Form 6570-35 (12-2003) Electronic and Papervers1ons available. Submit only papervers1on. 
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MATERIAL TO BE ADDED TO JACKET 

;;/A/1/3 
REG# 

Description: 0.0 uO)·_i__;(e.._ n'/{-10 Cha. '' ~r- iL 1' ~~ ~ nse_,.L_ 

check 

0 new stamped accepted label 

0 newCSF 

notification 

Instructions: 
Attach this sheet to the top of ALL material sent to the file room (both loose paper and 
new material in jackets). This sheet will be imaged; a clear description will aid in 
finding material in the a-jacket Remove staples from all material. If returning loose 
paper then hold together with a binder or paper clip. CSFs should be placed in the 
CSF folder {if returning jacket) or covered with a red CBI sheet (if returning loose 
paper). Material to be returned to file room should be place in the appropriate bin. 

Reviewer's _ _...,.-/ . 
Name: · -{_(Z...{LJ SfDlj)£, Date: 

Phone: 1]()3-305- &!WI- Division: +~/;/-_1))_,_ ___ _ 
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l '-:1 riO])\ 1'-\ IT'-; lC'\\'!i~(l'\\11::\ L\1 FR!}IH fi(;'\ v;\-:'\( Y 
W\'if!I':\Cii'O"_i)(' 2il:f60 

Nance Huebl 
Senior Registration Specialist 
Wellrnark International 
1501 East Woodfield Road, Suite 200W 
Schaumburg, IL 60173 

'" i h! n: 
'·'r<f't'C:'IJ(h :'~"1'( ~-,,, \'.;;-! 

•)'·il ~; '~q '-';,·; ~ 

JUL 2209 

SUBJECT: Application for Pesticide Notification- Clarity Animal Weight Ranges per South Dakota 
RF2042 [CDSO] 
EPA Reg. No. 2724-796 
Application Dated May 27, 2009 

Dear Ms. Huebl: 

The Agency is ill receipt of your Application for Pesticide Notification under Pesticide Registration 
Notice (PRN) 98-10 for the above product. The Registration Division (RD) has conducted a review of this 
request for its applicability under PRN 98-10 and finds that the action requested falls within the scope of 
this PRN. The label submitted with the application has been date-stamped "Notification" and will be 
placed in our records. 

If you have any questions, please contact me directly at (703) 305-6249 or Terri Stowe of my staff 
at (703) 305-6117. 

Sincerely, 

Linda Arrington 
Notifications & Minor Formulations Team Leader 
Registration Division (7505P) 
Office of Pesticide Programs 
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PI ~~m~erea dl tmcti .. ens on reverse ., I U I e ore camp e ng orm Fo A ~ pprov OMB N 207()..()()60 Approv I ex o. ' 2 28-95 pnes -

Unh, .. .States § Reg .... ,ration OPP Identifier Number .... EPA Environmental Protection Agency Amendment ,-, 
Washington, DC 20460 other 

A lication for Pesticide -Section I 
t. Company/Product Number 2. EPA Product Manager 3. Propwed Ctanifica!lon 

Wel!mark lntemational/2724-796 R. Gebken/K Sweeney 

4. Company/Product (Name) PM# 0None D RMirk:!ed 
We!lmark !ntemationatiRF2042 [COSO[ 13 

5. Name and Address of Applicant I Regil;lmnt (Include ZIP Code) 6. Expedited Review. In accordance with FIFRA Section 3(C)(3) 

Wellmark International (b)(i), my product is similar or identical in composition and labeling to: 
1501 East Woodfield Road, Suite 200W EPA Reg. No. NO+IFIGATION Schaumbllfg, Illinois 60173 

Product Name 

D Check If this is a new address J!jt 3 0 2009 
Section -II 

D Amendment- Explain below. D Final prinlod labels in response to 
Agency letter dated 

D Resubmission in response to Agency letter dated D -,oo Too- Application 

0 Notification- Explain below. D Olher- E~plain below. 

Explanation: Use additional page(s) if neceSS<lry. (For swiion I and section II.) 

Per request of S. Dakota, clarify animal weight ranges to avoid overlap of same size in two different groups (5- 15 and 15-30) per PRN 98-10, §N.2&3 
This notification is consistent with the provisions of PR Notice 98-10 and EPA regulations at 40 CFR 152.46, and no other changes have been made to the 
labeling or1he confidential statement of fOflllula of this product. I understand that it is a violation of 18 U.S. C. Sec. tOOt to willfully make any false statement to 
EPA. I further understand that if this notification is not consistent with the terms of PR Notice 98-10 and 40 CFR 152.46, this product may be in violation of 
FIFRA and I may be subject1o enforcement action and penaHies under sections 12 and 14 of FIFRA. 

Section - Ill 

t. Material This Product Will be Packaged In: 

Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Type of Container 

aYw @y" ~~''' @y" Plastic No No 
No G·~ 

lf'Yoo Un~ No. per ""Y" Unit No. per Paper 

"* Certitfcllllion must be Packaging wgt. container Packaging wgt. container other {Specify) 

submitted 1 !5/3f619 cc 3 

3. Location of Net Contents Information 4. Size(s) Retail Container 5. Location of Label Oireclions 

0Label !!]container 1.5/3/619 cc applicators E90nLabel 
On Label Accompanying Product 

6. Manner in Which Label is Affixed to Product @Lithograph 0other printed cardboard carton 
Paper glued 
Stenciled 

Section -IV 

1. Contact Point (Complete items directly below for ldenutlcatton of individual to be contacted, If ncccSSllry, to process this spp/lcstlon.) 

Name Tille I Teteplmne No. (Include Aroo Code) 

Nancy Huebl Senior Registration Specialist 1 847-330-5376 

Certification I 6. Date Applical!on 
' I certify that the &tatements I have made on this fonn and all attachment& thereto are true, accurate and complete. I I 

Received 

acknowledge that any knowingly /alse or misleading statemerrts my be puni&hable by fine or imprisonment or both (Stamped) under applicable taw. 

'stl~~naJ 91-MLa 
3. Title 

---.- . 
Senior Registration Specialist 

.. 

4. TyPed Name 5. Date 

Nancy Huebl 27-May-09 . 

-- " -EPA Form 857G-1 tRev. 3-94) Previous editions are obwlete. Wh~e EPA File Copy (ong•nal) clbw Apphcanl copy 
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Wellmark 

May 27, 2009 

Weffmark fnh: 'ianal 
1501 Eo11 Wood""_ Rood, 5uile 200 Wesl 
Schoumburg, llli~ois 60173 
847 330 5300 
www. we llmor ki ~ ler nclio~oi. com 

Document Processing Desk (NOTIF) 
Office of Pesticide Programs 7504P 
U.S. Environmental Protection Agency 
Room S-4900 One Potomac Yard 
2777 South Crystal Drive 
Arlington, Virginia 22202-4501 

ATTENTION: Richard Gebken, PM 13 

SUBJECT: LABEL NOTIFICATION FOR RF2042 [COSO] 
EPA REG. NO. 2724-796 
PER SOUTH DAKOTA REQUEST/CLARIFY SIZE RANGES 

Dear Mr. Gebken: 
Per PRN 98-10, §I LN. 2 & 3, enclosed is completed EPA Form 8570-1 and 2 copies of highlighted 
revised labeling for the above product (red is new text, blue strikethrough is deleted text). This change 
was requested by the State of South Dakota to clarify the weight ranges to avoid overlap (5-15 lb , 15-
30 lb, etc.). Therefore, the minimum weight in the three large sizes has been increased by one lb to 
avoid overlap {16-30 lb, 31-80 lb, 81 to 150 lb). This requires only a change to the size claim, there 
were no other changes made to the label. 

This label change is submitted as a notification because it meets the requirements of PRN 98-10, 
§ll.N. 2 & 3 and: (2) are consistent with 40 CFR Part 156; and (3) involve no change in the ingredients 
statement, signal word, use classification, precautionary statements, statements of practical treatment 
(First Aid), physical/chemical/biological properties, storage and disposal, or directions for use. I have 
enclosed a self-addressed postcard for notification confirmation. If you have any questions please, call 
me directly at 847-330-5376. Thank you for your assistance in this matter. 

Yours sincerely, 
WELLMARI< INTERNATIONAL 

7( tVYol!f c::0c.t./I-l 
Nancy Huebl 
Senior Registration Specialist 
nhuebl@central.com 

enclosure 

cc: J. McFadden/C. Elmi!H. Friedli 
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RF2042 [COSO] 

NOTIFICATION 
JUL 3 0 2009 

For Small (5-15 fbs.), Medium {160-30 lbs.), Large {310-80 fbs.) and Extra Large {810 to 150 fbs.) 
Dogs/Puppies 
[Flea & Tick [& Mosquito]ITreatment] [and] Control for Dogs and Puppies 10 weeks old and older] 
Effective on indoor and outdoor dogs 
([1][3][4[[6] monthly treatments) [1][3][4][6] Months Supply [24][48[ doses 
Each tube [applicator] kills fleas & ticks for 3 weeks and kills and repels mosquitoes for 3 to 4 weeks 
[Protects for up to [Four/4] Weeks)[One month][Four/4 Week [Fiea][Tick](Mosquito] Treatment] 
[Aids in Control of Ticks for 3 weeks] 
Contains an Insect Growth Regulator (IGR) to kill flea eggs and prevent flea development for 

[more than 10 weeks] up to [75 days][2.5 months] 
[Starts Killing Fleas and Ticks within 15 minutes] 
[Kills 85% of ticks within 48 hours] 
[Dual Action kills adult fleas and prevents flea development[ 
[Breaks Flea Life Cycle for [more than 10 weeks] up to [75 days][2.5 months[ 
[Controls reinfestation for [more than 10 weeks] up to [75 days][2.5 months] 
[Kills fleas, ticks, mosquitoes, flea eggs and flea larvae] [Dual protection (against fleas and ticks)] 
Kills the Deer Tick, which may transmit Lyme Disease 
Kills and Repels mosquitoes (a major carrier of canine heartworm) 
[With [S-Methoprene] Insect Growth Regulator [IGR] to Break Flea Life Cycle] 
Convenient, easy to use ACCU-TIP DISPENSER [applicator](tube] 
Spreads naturally with dog's movement (skin and hair oils) 
[Non-lrritating][Formula] 
[Water Resistant)[ fast Acting[[Long Lasting][Kilfs Fleas and Ticks by Contact] 
[Easy to use] Longer applicator tip for easy application to long-haired dogs 
[Fresh][ Clea n][[Scent ][ S mel a 
[Reapply monthly] [Suitable for year-round use][Month] sticker for home calendar 
[Satisfaction guaranteed or your money back] 

(Front or Back panel) 
ACTIVE INGREDIENTS: 
Etofenprox (CAS# 80844-07-1) ................................................................... 30.0% 
S-Methoprene (CAS # 65733-16-6) ........... .. ............................. 3.6% 
Piperonyl Butoxide (CAS# 51-03-6)' .... .............. .. ..... 5.0% 
OTHER INGREDIENTS:. ....................... .. .............................. 61.4% 
TOTAL 100.0% 

*Equivalent to minimum 4.00% butylcarbityl (6-propylpiperonyl ether) and 1.00% related compounds 

KEEP OUT OF REACH OF CHILDREN 
CAUTION 

See Back Panel for [Ingredients and[Additional Precautionary Statements 

NET CONTENTS: One 1.5 cc Applicator [tube] (Small Dogs)/ 
One 3.0 cc Applicator (tube] (Medium Dogs) 
One 6.0 cc Applicator [tube] (large Dogs) 
One 9.0 cc Applicator [tubeJ (Extra Large Dogs) 

EPA Reg. No. 2724-796 EPA Est. No 
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RF2042 [COSO] 
IMPORTANT! Intended for Use on Dogs & Puppies 10 Weeks of Age or Older 
READ ENTIRE LABEL BEFORE EACH USE. USE ONLY ON DOGS OR PUPPIES. DO NOT USE 
ON OTHER ANIMALS! 

DIRECTIONS FOR USE: It is a violation of Federal Law to use this product in a manner inconsistent 
with its labeling. 

RF2042 [COSO] prevents flea eggs from developing into adult fleas [more than 10 weeks] 
for up to [75 days][2.5 months]. RF2042 [COSO] also kills fleas and ticks for 3 weeks and kills and 
repels mosquitoes for 3 to 4 weeks. 

RF2042 [COSO] works by application directly to the dog's/puppy's skin, not to the hair. When 
applying, manually push aside dog's/puppy's hair to allow direct application to the skin. Do not get 
this product in dog's eyes or mouth. 
[(Note: Application now assumes one applicator per animal per application)] 

[Note: Each package contains sufficient tubes/applicators for [X] applications] 
FOR [SMALL][MEDIUM] SIZE DOGS AND PUPPIES 
1. Bend at perforation and tear off first applicator [tube]. [ 
2. Hold applicator [tube][and bend area of plastic at perforation, tear off and discard.] Hold applicator 

[tube] upright and snap tip back, away from face and body. 
3. The dog should be standing for easy application. RF2042 [COSO] should be applied evenly to 

[two spots]( small dogs}[three spots]( medium dogs} on the top of the back from the shoulder to the 
base of the tail. At each spot, part the hair until the skin is visible. Place the tip of the tube on the 
skin and gently squeeze to expel a portion of the solution on the skin. Do not apply an excessive 
amount of the solution at any one spot that could cause some of the solution to run off the side of 
the dog. 

4. Do not spread RF2042 [COSO] by hand over the dog. Although the dog's/puppy's skin and hair 
oils will naturally distribute the application over the entire dog/puppy, brushing the dog/puppy 12-
24 hours after application will help to distribute the material over the skin .. 

5. Do not reapply product for 30 days unless re-treatment is required, but not sooner than 8 days 
after the initial treatment. Do not retreat more than once per month .. 

6. Discard empty [tube][applicator] as described in Storage and Disposal 

[Note: Each package contains sufficient tubes/applicators for [X] applications] 
FOR [LARGE][EXTRA LARGE] DOGS AND PUPPIES 
1 Bend at perforation and tear off first applicator [tube]. ](Note- multi-application pack}] 
2 Hold applicator [tube]]and bend area of plastic at perforation, tear off and discard.] Hold applicator 

[tube] upright and snap tip back, away from face and body 
3 The dog should be standing for easy application. Apply RF2042 [COSO] evenly to four or five 

spots on the top of the back from the shoulder to the base of the tail. At each spot, part the hair 
until the skin is visible. Place the tip of the tube on the skin and gently squeeze to expel a portion 
of the solution on the skin. Do not apply an excessive amount of the solution at any one spot that 
could cause some of the solution to run off the side of the dog. · · · 
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[Alternate Directions for Use for multi~tube application 
3 The dog should be standing for easy application. Using the first applicator [tube], apply RF2042 

[CDSO] evenly to four or five spots on the top of the back from the shoulder to the base of the tail. 
At each spot, part the hair until the skin is visible. Place the tip of the applicator [tube] on the skin 

and gently squeeze to expel a portion of the solution on the skin. Do not apply an excessive 
amount of the solution at any one spot that could cause some of the solution to run off the side of 
the dog. Using the second applicator ]tube], apply as indicated for first applicator ]tube] except 
start application at base of tall and apply on top of the back to the shoulder. 

4 Do not spread RF2042 [CDSO] by hand over the dog. Mhough the dog's/puppy's skin and hair 
oils will naturally distribute the application over the entire dog/puppy, brushing the dog/puppy 12-
24 hours after application will help to distribute the material over the skin .. 

5 Do not reapply product for 30 days unless re-treatment is required, but not sooner than 8 days 
after the initial treatment. Do not retreat more than once per month. 

6 Discard empty ]tube][applicator] as described in Storage and Disposal 

RF2042 [COSO] is most effective when used as part of a total flea and tick management program. 
Use other [Brand Name] products registered for residential area control of these pests in conjunction 
with this treatment. Monthly treatments are required for optimal control and prevention of fleas. 

[The successive feeding activity of fleas on pets may elicit a hypersensitivity skin disorder known as 
flea allergy dermatitis (FAD). Treatment of pets with RF2042 [CDSO] rapidly kills fteas and may 
reduce the incidence of this condition.] 

[RF2042 [COSO] is water resistant and remains efficacious following exposure to rainfall or 
swimmino.l 

TREATMENT SCHEDULE 
Dosage: 1 applicator every 30 days per do 

Pet's Name First Trealment Date Second Treatment Dale 
(30 Days From 1") 

Rem1nder. I purchased RF2042 [COSO] from.,.,--,----,--,-;:-.,..---,.-,., 
Treatment table can be expanded based on package size. (6 months) 

Third Treatment Date 
(30 Days From 2nd) 

NOTES. ______ _ 

STORAGE and DISPOSAL:. Pesticide Storage: Store in a cool area away from children and 
animals. Disposal: If empty: Do not reuse container [tube][applicator]. Place in trash or offer for 
recycling if available. If partially filled: Call your local solid waste agency for disposal instructions. 
Never place unused product down any indoor or outdoor drain. 

PRECAUTIONARY STATEMENTS 
HAZARDS TO HUMANS AND DOMESTIC ANIMALS - CAUTION 
DO NOT USE ON PUPPIES LESS THAN 10 WEEKS OF AGE. For external use only. Causes moderate 
eye irritation. Avoid contact with eyes or clothing. Wash thoroughly with soap and water after handling and 
before eating, drinking, chewing gum, using tobacco, or using the toilet. Repeated exposure to etofenprox 
can cause skin irritation. Consult a veterinarian before using this product on debilitated, agP.d,.J)regnant, 
nursing, or animals on medication. Sensitivities may occur after using ANY pest!Cide :;:>rodudfor'pets. If 
signs of sensitivity occur, bathe your pet with mild soap and rinse with large amcunts of water. If signs 
continue, consult a veterinarian immediately. 
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FIRST AID 
If in eyes • Hold eye open and rinse slowly and gently with water for 15~20 minutes. 

• Remove contact lenses, if present, after first 5 minutes, then continue rinsing 
• Call a poison control center or doctor for treatment advice. 

Have the product container or label with you when calling a poison control center or doctor or going for treatment. 
You mc:~y also contact 1-800-XXX-XXXX for emergency _medical treatment information. 

WARRANTY AND CONDITIONS OF SALE: 
Seller warrants that this product conforms to the chemical specifications expressed on the label. To the 
extent consistent with applicable law, Seller makes no other warranties, and disclaims all other warranties, 
express or implied, including but not limited to warranties of merchantability and fitness for the intended purpose. 
To the extent consistent with applicable law, seller's liability for default, breach, or failure under this label shall be 
limited to the amount of the purchase price. To the extent consistent with applicable law, Seller shall have no 
liability for consequential damages. 

In case of emergency or for product information, call1-800-xxx-xxxx. 

Wellmark International 
1501 E. Woodfield Road. 200W 
Schaumburg, Illinois 60173 
[URL] 
Made in USA 
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REGULATORY LABEL DATA SHEET 

File Name: 

Product: 

Approved: 

OVERVIEW: 

Page# 

1 

RF2042 COSO epa amend Data Sheet Date: 
sizes sd 509.doc 

RF2042 [COSO] EPA Reg#: 

submitted 5/26/09 Supercedes: 

May, 2009 

2724- 796 

4/23/09 

submitted per South Dakota request adjusting dog size designations to revise overlap issue 

Description of Major Changes 

Marketing claims: adjusted three larger sizes by one to avoid overlap in weight ranges 
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REGULATORY LABEL DATA SHEET 

File Name: RF2042 COSO epa amend Data Sheet Date: 
sizes sd 509.doc 

Product: RF2042 [COSO] EPA Reg#: 

Approved: submitted 5/26/09 Supercedes: 

May, 2009 

2724- 796 

4/23/09 

OVERVIEW: submitted per South Dakota request adjusting dog size designations to revise overlap issue 

Page# Description of Major Changes 

1 Marketing claims: adjusted three larger sizes by one to avoid overlap in weight ranges 

1 



 
122

RF2042 [COSO] 
For Small [SM15 !bs.], Medium [16SM30 lbs.], Large [31-0MSO !bs.] and Extra Large [810 to 150 !bs.] 
Dogs/Puppies 
[Flea & Tick [& Mosquito][Treatment] [and] Control for Dogs and Puppies 10 weeks old and older] 
Effective on indoor and outdoor dogs 
([1][3][4[[6] monthly treatments) [1]3]4][6] Months Supply [24][48] doses 
Each tube ]applicator] kills fleas & ticks for 3 weeks and kills and repels mosquitoes for 3 to 4 weeks 
] Protects for up to] Four/4] Weeks][One month] Four/4 Week [F!ea][Tick][Mosquito] Treatment] 
]Aids in Control of Ticks for 3 weeks] 
Contains an Insect Growth Regulator (IGR} to kill flea eggs and prevent flea development for 

[more than 10 weeks] up to [75 days][2.5 months] 
[Starts Killing Fleas and Ticks within 15 minutes] 
]Kills 85% of ticks within 48 hours] 
[Dual Action kills adult fleas and prevents flea development] 
[Breaks Flea Life Cycle for [more than 10 weeks] up to [75 days][2.5 months] 
[Controls reinfestation for [more than 10 weeks] up to [75 days][2.5 months] 
]Kills fleas, ticks, mosquitoes, flea eggs and flea larvae] [Dual protection {against fleas and ticks)] 
Kills the Deer Tick, which may transmit Lyme Disease 
Kills and Repels mosquitoes {a major carrier of canine heartworm) 
[With [SMMethoprene] Insect Growth Regulator [IGR] to Break Flea Life Cycle] 
Convenient, easy to use ACCUMTIP DISPENSER [applicator][tube] 
Spreads naturally with dog's movement (skin and hair oils) 
[Non-lrritating][Formula] 
[Water Resistant][Fast Acting][Long Lasting][ Kills Fleas and Ticks by Contact] 
[Easy to use] Longer applicator tip for easy application to longMhaired dogs 
[Fresh][Ciean][[Scent][Smell] 
[Reapply monthly] [Suitable for yea Hound use][Month] sticker for home calendar 
[Satisfaction guaranteed or your money back] 

(Front or Back panel) 
ACTIVE INGREDIENTS: 
Etofenprox (CAS# 80844-07-1) .................................................................. 30.0% 
S-Methoprene (CAS # 65733-16-6) ........... ... ........... . ....... .. ........ ..... ..... ... .. 3.6% 
Piperonyl Butoxide (CAS# 51-03-6)'. .................. ............. . ......... 5.0% 
OTHER INGREDIENTS:................... ............................. ............... . .... 61.4% 
TOTAL 100.0% 

*Equivalent to minimum 4.00% butylcarbityl {6Mpropylpiperonyl ether) and 1.00% related compounds 

KEEP OUT OF REACH OF CHILDREN 
CAUTION 

See Back Panel for [Ingredients and] Additional Precautionary Statements 

NET CONTENTS: One 1.5 cc Applicator [tube] (Small Dogs)/ 
One 3.0 cc Applicator [tube] (Medium Dogs) 
One 6.0 cc Applicator [tube] (Large Dogs) 
One 9.0 cc Applicator [tube] (Extra Large Dogs) 

EPA Reg. No. 2724-796 EPA Est. ~lo 
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RF2042 [COSO] 
IMPORTANT! Intended for Use on Dogs & Puppies 10 Weeks of Age or Older 
READ ENTIRE LABEL BEFORE EACH USE. USE ONLY ON DOGS OR PUPPIES. DO NOT USE 
ON OTHER ANIMALS! 

DIRECTIONS FOR USE: It is a violation of Federal Law to use this product in a manner inconsistent 
with its labeling. 

RF2042 [COSO] prevents flea eggs from developing into adult fleas [more than 10 weeks] 
for up to [75 days]]2.5 months]. RF2042]CDSO] also kills fleas and ticks for 3 weeks and kills and 
repels mosquitoes for 3 to 4 weeks. 

RF2042 [COSO] works by application directly to the dog"s/puppy"s skin, not to the hair. When 
app!y'1ng, manually push aside dog's/puppy's hair to allow direct application to the skin. Do not get 
this product in dog's eyes or mouth. 
[(Note: Application now assumes one applicator per animal per application)] 

[Note: Each package contains sufficient tubes/applicators for [X] applications] 
FOR [SMALL][MEDIUM] SIZE DOGS AND PUPPIES 
1. Bend at perforation and tear off first applicator ]tube]. [ 
2. Hold applicator [tube]]and bend area of plastic at perforation, tear off and discard.] Hold applicator 

[tube] upright and snap tip back, away from face and body. 
3. The dog should be standing for easy application. RF2042 [COSO] should be applied evenly to 

[two spots](small dogs)[three spots](medium dogs) on the top of the back from the shoulder to the 
base of the tail. At each spot, part the hair until the skin is visible. Place the tip of the tube on the 
skin and gently squeeze to expel a portion of the solution on the skin. Do not apply an excessive 
amount of the solution at any one spot that could cause some of the solution to run off the side of 
the dog. 

4. Do not spread RF2042 [COSO] by hand over the dog. Although the dog's/puppy's skin and hair 
oils will naturally distribute the application over the entire dog/puppy, brushing the dog/puppy 12-
24 hours after application will help to distribute the material over the skin .. 

5. Do not reapply product for 30 days unless re-treatment is required, but not sooner than 8 days 
after the initial treatment. Do not retreat more than once per month .. 

6. Discard empty [tube][ applicator] as described in Storage and Disposal 

[Note: Each package contains sufficient tubes/applicators for [X] applications] 
FOR [LARGE][EXTRA LARGE] DOGS AND PUPPIES 
1 Bend at perforation and tear off first applicator ]tube]. [(Note- multi-applicat"1on pack)[ 
2 Hold applicator [tube][and bend area of plastic at perforation, tear off and discard.] Hold applicator 

[tube] upright and snap tip back, away from face and body 
3 The dog should be standing for easy application. Apply RF2042 [COSO] evenly to lour or five 

spots on the top of the back from the shoulder to the base of the tail. At each spot, part the hair 
until the skin is visible. Place the tip of the tube on the skin and gently squeeze to expel a portion 
of the solution on the skin. Do not apply an excessive amount of the solution at any one spot that 
could cause some of the solution to run off the side of the dog. · 
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[Alternate Directions for Use for multi-tube application 
3 The dog should be standing for easy application. Using the first applicator [tube], apply RF2042 

[COSO] evenly to four or five spots on the top of the back from the shoulder to the base of the tail. 
At each spot, part the hair until the skin is visible. Place the tip of the applicator [tube] on the skin 
and gently squeeze to expel a portion of the solution on the skin. Do not apply an excessive 
amount of the solution at any one spot that could cause some of the solution to run off the side of 
the dog. Using the second applicator [tube], apply as indicated for first applicator [tube] except 
start application at base of tail and apply on top of the back to the shoulder. 

4 Do not spread RF2042 [COSO] by hand over the dog. Although the dog's/puppy's skin and hair 
oils will naturally distribute the application over the entire dog/puppy, brushing the dog/puppy 12-
24 hours after application will help to distribute the material over the skin .. 

5 Do not reapply product for 30 days unless re-treatrnent is required, but not sooner than 8 days 
after the initial treatment. Do not retreat more than once per month. 

6 Discard empty [tube][applicator] as described in Storage and Disposal 

RF2042 [COSO] is most effective when used as part of a total flea and tick management program. 
Use other ]Brand Name ] products registered for residential area control of these pests in conjunction 
with this treatment. Monthly treatments are required for optimal control and prevention of fleas. 

[The successive feeding activity of fleas on pets may elicit a hypersensitivity skin disorder known as 
ftea allergy dermatitis (FAD). Treatment of pets with RF2042 [COSO] rapidly kills fteas and may 
reduce the incidence of this condition.] 

[RF2042 [COSO] is water resistant and remains efficacious following exposure to rainfall or 
swimmina.l 

TREATMENT SCHEDULE 
Dosaae: 1 applicator every 30 days per do 

Pet's Name First Treatment Date Second Trealment Date Third Treatment Date 
(30 Days From 1'') (30 Days From 2"') 

Remmder. I purchased RF2042 [COSO] from . ...,-----,--;;::----;:--: 
TreatmerTI table can be expanded based on package size. (6 months) 

NOTES. ______ _ 

STORAGE and DISPOSAL: . Pesticide Storage: Store in a cool area away from children and 
animals. Disposal: If empty: Do not reuse container [tube][applicator]. Place in trash or offer for 
recycling if available. If partially filled: Call your local solid waste agency for disposal instructions. 
Never place unused product down any indoor or outdoor drain. 

PRECAUTIONARY STATEMENTS 
HAZARDS TO HUMANS AND DOMESTIC ANIMALS • CAUTION 
DO NOT USE ON PUPPIES LESS THAN 10 WEEKS OF AGE. For external use only. Causes moderate 
eye irritation. Avoid contact with eyes or clothing. Wash thoroughly with soap and water after handling and 
before eating, drinking, chewing gum, using tobacco, or using the toilet. Repeated exposure to_ ~tofenprox 
can cause skin irritation. Consult a veterinarian before using this product on debiHt?t~_d, ag~rl. prHgnant, 
nursing, or animals on medication. Sensitivities may occur after using ANY pest1cide txoduct for pets. If 
signs of sensitivity occur, bathe your pet with mild soap and rinse with large amounts of water. If signs 
continue, consult a veterinarian immediately. 

3 



 
125

FIRST AID 
lf in eyes • Hold eye open and rinse slowly and gently with water for 15-20 minutes. 

• Remove contact lenses, if present, after first 5 minutes, then continue rinsing 
• Call a poison control center or doctor for treatment advice. 

Have the product container or label with you when calling a poison control center or doctor or going for treatment. 
You may also contact 1-800-XXX-XXXX for emergency medical treatment information. 

WARRANTY AND CONDITIONS OF SALE: 
Seller warrants that this product conforms to the chemical specifications expressed on the label. To the 
extent consistent with applicable law, Seller makes no other warranf1es, and disdaims all other warranties, 
express or implied, including but not limited to warranties of merchantability and fitness for the intended purpose. 
To the extent consistent with applicable law, seller's liability for default breach, or failure under this label shall be 
limited to the amount of the purchase price. To the extent consistent with applicable law, Seller shall have no 
liability for consequential damages. 

In case of emergency or for product information, call 1 ~BOO~xxx-xxxx. 

Wellmark International 
1501 E. Woodfield Road. 200W 
Schaumburg, lllino"1s 60173 
[URL] 
Made in USA 

NOTIFICATIOI~ 
JUL 3 0 2009 

4 



 
126

MA "• ERIAL TO BE kDDED TO JACKE 

REG# 

Description: 

check 

0 new stamped accepted label 

0 newCSF 

notification 

Instructions: 
Attach this sheet to the top of ALL material sent to the file room (both loose paper ani 
new materialin jackets). This sheet will be imaged; a clear description will aid in 
finding material in thee-jacket. Remove staples from all material. If returning loose 
paper then hold together with a binder or paper clip. CSFs should be placed in the 
CSF folder (if returning jacket) or covered with a red CBI sheet(if returning loose 
paper). Material to be returned to flle room should l:le place ln tbe appropriate bin. 

Reviewer's Pl ,? . 
Narne: VU .c2-£l .. ()-e c.~ Date: 

Phone: .] 'D ir J-:;- 'j' Division: 

--~· 
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UNITED STATES ENVIRO;..JMENTr\L PROTECTION AGENCY 
W r\SI-liNGTON. D.C. 20460 

Ms. Nancy Huebl 
Product Registration 
Wellmark International 
!50! Woodfield Road, Suite 200W 
Schaumburg , IL 60173 

SUBJECT: Application for Pesticide Notification (PRJ'! 98-1 0) 
Request General Label Change (Marketing Claims) 
EPA Reg. No.2724-796 
Application Dated July I, 2009 

Dear Ms. Huebl: 

OFF!CEOF 
I'REVE~l!ON. PESTICIDES A>JD 

fOXIC Sl'BSTA:-ICES 

JUL. 2 4 20GS 

The Agency is in receipt of your Application for Pesticide Notification under Pesticide 
Registration Notice (PRL""\f) 98-10 dated 07/01/09 for the above product. The Registration 
Division (RD) has conducted a review of this request for its applicability under PRN 98-10 and 
finds that the action(s) requested fall within the scope of PRN 98-10. The label submitted with 
the application has been stamped "Notification" and will be placed in our records. 

If you have any questions, please call me directly at 703-305-6249 or Owen F. Beeder of 
my staff at 703-308-8899. 

Sincerely, 

~ 
Linda Arrington 
Notifications & Minor Formulations Team Leader 
Registration Division (7505P) 
Office of Pesticide Programs 
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Please rea mslnlctions on reverse ' " ' e ore comp ~ 'lg orm. F Olffi A pprove . o. d OMB N 2070-0060 A 2 28-95 pprova exp1res -

• Registration OPP Identifier Number ... United State:;. 

w "' EPA Environmental Protection Agency Amendment 
Washington, DC 20460 other 

A Hcation for Pesticide - Section I 
1. Company/Product Number 2. EPA Product Manager 3. Proposed Classification 

Wellmark lntemational/2724-796 R. Gebken 

.. 
0None 0 Restricted 4. Company/Product (Name) PM# 

Wellmark lnternationai/RF2042 [COSO) 13 

5. Name and Address ot Applicant/ Registmnt (Include ZIP Code) 6. Expedited Review. In accordance with FIFRA Section 3(C)(3) 

Wellmark lntemalional (b)(i), my product is sim~ar or identical in composition and labeling to: 

t501 East Woodfteld Road, Suite 200N 
EPA Reg. No. 

Schaumburg, Illinois 60173 
NOTIFiCATiON Product Name 

D Check If this is a new address JUI o A ?nna 
Section -II 

D Amendment~ Explain below. 0 Final printed labels in response to 
Agency letter dated 

0 Resubmission in response to Agancy letter dated 0 "Me Too" Application 

0 Notification~ Explain below. 0 other- Explain below. 

Explanation: Use additional page(s) it nooessary. (For section I and section II.) 

label notification to add marketing claim" New Formula" and move marketing text from DFU to precede DFU 
This notification is consistent with the provlslons of PR Notice 98-10 and EPA regulations at 40 CFR t52.46, and no other changes have been made to the 
labeling or the confidential statement of (ormula of this product. I understand that it is a violation of t8 U.S.C. Sec. 100t to willfully make any false statement to 
EPA. I further understand that if this nolif!Calion is not consistent with the terms of PR Notice 98-10 and 40 CFR 152.46, this product may be in violation o1 
FIFRA and 1 may be subject to enforcement action and penaHies under sections 12 and 14 of FlFRA. 

Section - Ill 

1. Material This Product Will be Packaged In: 

Ctild-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Type of Container By, By" ~~"' By, 
No No Plastic 

No GlaSii 
It "Yes Un~ No. per H"Yw Un~ No. per Paper 

" Certification must be Packaging wgt. container Packaging wgt. container Other (Specify) 

submitted 1.5f3/6/9 cc 3 

' 
3.. Location ot Nel Contents lnlomla1ion 4. Size(s.) Retail Container 5. Location ot Label Oiroctiom> 

0Label Oconlainer 1.513/619 cc applicators ~OllL.abel 
On Label Accompanying Product 

6. Manner in Which Label is Afflxod to Product §Lithograph ~Other printed on cardboard carton 
Paper glued 
Stenciled 

Section -IV 

1. Contact Point (Complete items diroctJybclow fOridentiflcJt!9.n offndtvfdual to be contacted, if nceess<uy, to process this ilf)plication.) 

Name Title Telephone No. (hicoUJe Al;da Code) 

Nancy Huebl Senior Registration Specialist (847_) 33Q..5376 

Certification . 6. oat ... "'j.~:ication 

lcer1ify that the statements I have made on this torm and all attachments. thorcto are true, accurate and complete. I • 
RecC~, 

acknowledge that any knowinglytals.e or misleading statements my be punishable by fine or imprisonment or both (S~mped) 
under applicable law. 

Yj~:-ey_ d/M-Ltt. 
3. Title 

Senior Registration Specialist 

-
4. TypOO Name S.Date 

Nancy Huebl 01-JUI-09 

.. 
EPA Form 8570-1 (Rev. 3-94) Previous edft10ns are obsolete. Wh~e- EPA File Copy (ongmal) Yellow- Appi1CIInl copy 
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Wellmark 

July 1, 2009 

Wellm. International 
i50i Eosl \tVoodf,e!d Rood, Sde 200 Wesl 
Schaumb~rg, l!l,na~> 60173 
847 330 5300 
www wc!lmo,<intcmol\onol com 

Document Processing Desk (NOT IF) 
Office of Pesticide Programs 7504P 
U.S. Environmental Protection Agency 
Room S-4900 One Potomac Yard 
2777 South Crystal Drive 
Arlington, Virginia 22202-4501 

ATTENTION: Richard Gebken, PM 13 

SUBJECT: LABEL NOTIFICATION FOR RF2042 [COSO] 
TO ADD MARKETING CLAIM/EPA REG. NO. 272~796 

Dear Mr. Gebken: 
Per PRN 98-10, §II.K.5, enclosed is completed EPA Form 8570-1 and 2 copies of highlighted revised 
labeling for the above product (red ls new text, blue strikethrough is deleted text). We are adding 
"New'' as a marketing claim since this is the first etofenprox/S-methoprene dog topical and it was not 
included in the initial submission. The term wil! only be used on initial production or production within a 
six month timeframe. Additionally, we are moving a marketing general information paragraph out of 
the Directions for Use to precede the DFU and notating as optional text if spacing issues arise on the 
packaging. 

This label change is submitted as a notification because it meets the requirements of PRN 98-10, 
§II.K.5. I have enclosed a self~ addressed postcard for notification confirmation. If you have any 
questions please, call me directly at 847-330-5376. Thank you for your assistance in this matter. 

Yours sincerely, 
WELLMARK INTERNATIONAL 

'{~W~ 
Nancy Huebl 
Senior Registration Specialist 
nhuebl@central.com 

enclosure 

cc: J. McFadden/C. Elmi/C. Purcell 
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RF2042 [COSO] 

NOTIFiCATiON 

JUL 2 4 zoog 
For Small {5-1 Sibs.], Medium {16-30 lbs.], Large {31-80 lbs.] and Extra Large [81 -150 lbs.) Dogs 
[Flea & Tick [& Mosquito][Treatment] [and] Control for Dogs 6 months of age or older] 
Effective on indoor and outdoor dogs 
([1][3][4[[6] monthly treatments) [1][3][4](6] Momhs Supply ]24][48] doses 
Each 1ube [applica1or] kills fleas & ticks for 3 weeks and kills and repels mosquitoes for 3 to 4 weeks 
[Protects for up to [Four/4] Weeks][One month][Four/4 Week [Fiea][Tick][Mosquito] Treatment] 
[Aids in Control of Ticks for 3 weeks] 
Contains an Insect Growth Regulator (IGR] to kill flea eggs and prevent flea development for 

{more than 10 weeks[ up to [75 days][2.5 months] 
{Starts Killing Fleas and Ticks within 15 minutes] 
{Kills 85% of1icks within 48 hours] 
[Dual Action kills adult fleas and prevents flea development] 
[Breaks Flea Life Cycle for [more than 10 weeks] up to [75 days][2.5 months] 
[Controls reinfestation for [more than 10 weeks[ up to [75 days][2.5 months] 
[Kills fleas, ticks, mosquitoes, flea eggs and flea larvae] [Dual protection (against fleas and ticks]] 
Kills the Deer Tick, which may transmit Lyme Disease 
Kills and Repels mosquitoes (a major carrier of canine heartworm] 
]With ]S-Methoprene] Insect Growth Regulator [IGR] to Break Flea Life Cycle] 
Convenient, easy to use ACCU-TIP DISPENSER [applicator][tube] 
Spreads naturally with dog's movement {skin and hair oils} 
[Non-lrritating][New {use for first production only or 6 months)] Formula] 
[Water Resistant[Fast Acting][Long Lasting][Kllls Fleas and Ticks by Contact] 
[Easy to use] Longer applicator tip for easy application to long-haired dogs 
[Fresh] Clean] [[Scent][S me II] 
[Reapply monthly] [Suitable for year-round use[Month] sticker for home calendar 
{Satisfaction guaranteed or your money back] 

(Front or Back panel) 
ACTIVE INGREDIENTS: 
Etofenprox (CAS# 80844-07-1) .............. . .. ............... 30.0% 
S-Methoprene (CAS# 65733-16-6) .... . .............. 3.6% 
Piperonyl Butoxide (CAS# 51-03-6)' .................................. 5.0o/o 
OTHER INGREDIENTS: ............. . . ..................................................... 61.4°/o 
TOTAL 100.0% 

*Equivalent to minimum 4.00% butylcarbityl (6-propylpiperonyl ether) and 1.00% related compounds 

KEEP OUT OF REACH OF CHILDREN 
CAUTION 

See Back Panel for [Ingredients and] Additional Precautionary Statements 

NET CONTENTS: One 1.5 ccApplicator [tube[ (Small Dogs)/ 
One 3.0 cc Applicator [tube[ (Medium Dogs) 
One 6.0 cc Applicator [tube] (Large Dogs) 
One 9.0 cc Applicator [tube[ (Extra Large Dogs) 

EPA Reg. No. 2724-796 EPA Est. No> 
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RF2042 [COSO] 
IMPORTANT! Intended for Use on Dogs 6 Months of Age or Older 
READ ENTIRE LABEL BEFORE EACH USE. USE ONLY ON DOGS. DO NOT USE ON OTHER 
ANIMALS! 

[RF2042 [COSO] prevents flea eggs from developing into adult fieas [more than 10 weeks] 
for up to [75 days][2.5 months[. RF2042 [COSO] also kills fieas and ticks for 3 weeks and kills and 
repels mosquitoes for 3 to 4 weeks.] 

DIRECTIONS FOR USE: It is a violation of Federal Law to use this product in a manner inconsistent 
with its labeling. 

RF2042 [GDSO] prevents flea eggs from developing into adult fleas [more than 10 weel<sj 
ror up to [75 days][2.5 months]. RF2042 [GDSOJ also kills fleas and tisl<s ror 3 weel<s and kills and 
-Fef!Ois mosquitoes for 3 to 4 weelo:.:s. 

RF2042 [COSO] works by application directly to the dog's skin, not to the hair. When applying, 
manually push aside dog's hair to allow direct application to the skin. Do not get this product in dog's 
eyes or mouth. 
[{Note: Application now assumes one applicator per animal per application)] 

[Note: Each package contains sufficient tubes/applicators for [X[ applications] 
FOR [SMALL][MEDIUM] SIZE DOGS 
1. Bend at perforation and tear off first applicator [tube]. [ 
2. Hold applicator [tube][and bend area of plastic at perforation, tear off and discard.] Hold applicator 

[tube[ upright and snap tip back, away from face and body. 
3. The dog should be standing for easy application. RF2042 [COSO] should be applied evenly to 

[two spots](small dogs)[three spots](medium dogs) on the top of the back from the shoulder to the 
base of the tail. At each spot, part the hair until the skin is visible. Place the tip of the tube on the 
skin and gently squeeze to expel a portion of the solution on the skin. Do not apply an excessive 
amount of the solution at any one spot that could cause some of the solution to run off the side of 
the dog. 

4. Do not spread RF2042 [COSO] by hand over the dog. Although the dog's skin and hair oils will 
naturally distribute the application over the entire dog, brushing the dog 12-24 hours after 
application will help to distribute the material over the skin .. 

5. Do not reapply product for 30 days unless re-treatment is required, but not sooner than 8 days 
after the initial treatment. Do not retreat more than once per month .. 

6. Discard empty [tube][applicator] as described in Storage and Disposal 

[Note: Each package contains sufficient tubes/applicators for [X[ applications] 
FOR [LARGE][EXTRA LARGE] DOGS . 
1 Bend at perforation and tear off first applicator [tube]. [(Note- multi-applicatiOn ·p~ck)] 
2 Hold applicator [tube[[and bend area of plastic at perforation, tear off and di~carcl .. ] Hold R[)[)iicator 

[tube] upright and snap tip back, away from face and body 
3 The dog should be standing for easy application. Apply RF2042 [COSO] evt:llly to four or f:ve 

spots on the top of the back from the shoulder to the base of the tail. At each 'Spot, part tht: hair 
until the skin is visible. Place the tip of the tube on the skin and gently squeeze to expel a· portion 
of the solution on the skin. Do not apply an excessive amount of the solution at any one sOot that 
could cause some of the solution to run off the side of the dog. 
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[Alternate Directions for Use for multi-tube application 
3 The dog should be standing for easy application. Using the first applicator [tube], apply RF2042 

[CDSO] evenly to four or five spots on the top of the back from the shoulder to the base of the tail. 
At each spot, part the hair until the skin is visible. Place the tip of the applicator [tube[ on the skin 

and gently squeeze to expel a portion of the solution on the skin. Do not apply an excessive 
amount of the solution at any one spot that could cause some of the solution to run off the side of 
the dog. Using the second applicator [tube], apply as indicated for first applicator [tube] except 
start application at base of tail and apply on top of the back to the shoulder. 

4 Do not spread RF2042 [CDSO] by hand over the dog. Although the dog's skin and hair oils will 
naturally distribute the application over the entire dog, brushing the dog 12-24 hours after 
application will help to distribute the material over the skin .. 

5 Do not reapply product for 30 days unless re-treatment is required, but not sooner than 8 days 
after the initial treatment. Do not retreat more than once per month. 

6 Discard empty [tube][ applicator] as described in Storage and Disposal 

RF2042 [COSO] is most effective when used as part of a total flea and tick management program. 
Use other [Brand Name [ products registered for residential area control of these pests in conjunction 
with this treatment. Monthly treatments are required for optimal control and prevention of fleas. 

[The successive feeding activity of fleas on pets may elicit a hypersensitivity skin disorder known as 
flea allergy dermatitis (FAD). Treatment of pets with RF2042 [CDSO] rapidly kills fleas and may 
reduce the incidence of this condition.] 

[RF2042 [COSO[ is water resistant and remains efficacious following exposure to rainfall or 
swimminn.l 

TREATMENT SCHEDULE 
Dosaae: 1 aoolicator everv 30 davs oer do 

Pet's Name First Treatment Date Se~2ond Treatment Date 
30 Days From 1s1

) 

Remmder: J purchased RF2042 [COSO] from: -------­
Treatment table can be expanded based on package size. (6 months) 

T~ird Treatment D~~e 
30 Davs From 2nd 

NOTES: ______ _ 

STORAGE and DISPOSAL: . Pesticide Storage: Store in a cool area away from children and 
animals. Disposal: If empty: Do not reuse container [tube][ applicator[. Place in trash or offer for 
recycling if available. If partially filled: Call your local solid waste agency for disposal instructions. 
Never place unused product down any indoor or outdoor drain. 

PRECAUTIONARY STATEMENTS 
HAZARDS TO HUMANS AND DOMESTIC ANIMALS • CAUTION 
DO NOT USE ON DOGS LESS THAN 6 MONTHS OLD. For external use only. · C?c!Ses rnodarate eye 
irritation. Avoid contact with eyes or clothing. Wash thoroughly with soap and Water-after ha.ndii1g and 
before eating, drinking, chewing gum, using tobacco, or using the toilet. Repeated: e;~posure_-t'o' ~tofenprox 
can cause skin irritation. Consult a veterinarian before using this product on debiHt~ted, aged; piegnant, 
nursing, or animals on medication. Sensitivities may occur after using ANY pe~t!ci-:19 product .for pets. If 
signs of sensitivity occur, bathe your pet with mild soap and rinse with large amounts of wat3:-. If signs 
continue, consult a veterinarian immediately. 
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FIRST AID 
If in eyes • Hold eye open and rinse slowly and gently with water for 15-20 minutes . 

• Remove contact lenses, if present, after first 5 minutes, then continue rinsing 
• Call a poison control center or doctor for treatment advice . 

Have the product container or label with you when calling a poison control center or doctor or going for treatment. 
You mav also contact 1-800-XXX-XXXX for emerQencv medical treatment information. 

WARRANTY AND CONDITIONS OF SALE: 
Seller warrants that this product conforms to the chemical specifications expressed on the label. To the 
extent consistent with applicable law, Seller makes no other warranties, and disclaims all other warranties, 
express or implied, including bu1 not limited to warranties of merchantability and fitness for the intended purpose. 
To the extent consistent with applicable law, seller's liability for default, breach, or failure under this label shall be 
limited to the amount of the purchase price. To the extent consistent with applicable law, Seller shall have no 
liability for consequential damages. 

In case of emergency or for product information, ca111-800-xxx-xxx.x. 

Wellmark International 
1501 E. Woodfield Road. 200W 
Schaumburg, Illinois 60173 
[URL] 
Made in USA 
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REGULATORY LABEL DATA SHEET 

File Name: 

Product: 

Approved: 

OVERVIEW: 

epa notif new 709.doc 

RF2042 [COSO] 

submitted 7/1/09 

Data Sheet Date: 

EPA Reg#: 

Supercedes: 

July, 2009 

2724- 796 

6/29/09 

Per PRN 98-10, §II.K.5. Added marketing claim for "New Formula" (first etofenprox/S-
Methoprene formula for dog topical), will be used for first production only or 6 months, 

Page# Description of Major Changes 

t Marketing Claims: Added marketing claim for "New Formulan 
(first etofenprox/S-Methoprene formula for dog topical), will be 
used for first production only or 6 months, 

2 Introductory Marketing paragraph {general Marketing information) moved from 
Directions for Use to precede OFU and marked as optional general marketing 
information (was inadvertently included in DFU at initial submission) 
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REGULATORY LABEL DATA SHEET 

File Name: 

Product: 

Approved: 

epa notif new 709.doc 

RF2042 [COSO] 

submitted 7/1/09 

Data Sheet Date: 

EPA Reg#: 

Supercedes: 

July, 2009 

2724- 796 

6/29/09 

OVERVIEW: Per PRN 98-10, §II.K.5. Added marketing claim for"New Formula" (first etofenprox/S-
Methoprene formula for dog topical), will be used for first production only or 6 months, 

Page# Description of Major Changes 

1 Marketing Claims: Added marketing claim for "New Formula" 
(first etofenprox/S~Methoprene formula for dog topical), will be 
used for first production only or 6 months, 

2 Introductory Marketing paragraph {general Marketing information) moved from 
Directions for Use to precede OFU and marked as optional general marketing 
information (was inadvertently included in DFU at initial submission) 
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RF2042 [COSO] 
For Small (5~151bs.}, Medium (16~30 lbs.), Large (31~80 lbs.} and Extra Large (81 ~ 150 lbs.) Dogs 
[Flea & Tick [& Mosquito][Treatment] [and] Control for Dogs 6 months of age or older] 
Effective on indoor and outdoor dogs 
([1][3]4[[6] monthly treatments) [1 ][3][4][6] Months Supply [24][48] doses 
Each tube ]applicator] kills fleas & ticks for 3 weeks and kills and repels mosquitoes for 3 to 4 weeks 
[Protects for up to [Four/4] Weeks][One month][Four/4 Week [Fiea]Tick][Mosquito] Treatment] 
[Aids in Control of Ticks for 3 weeks] 
Contains an Insect Growth Regulator (IGR) to kill flea eggs and prevent flea development for 

[more than 10 weeks] up to ]75 days]2.5 months] 
[Starts Killing Fleas and Ticks within 15 minutes] 
]Kills 85% of ticks within 48 hours] 
[Dual Action kills adult fleas and prevents flea development] 
[Breaks Flea Life Cycle for [more than 10 weeks] up to [75 days][2.5 months] 
[Controls reinfestation for [more than 10 weeks] up to [75 days][2.5 months] 
[Kills fleas, ticks, mosquitoes, flea eggs and flea larvae) [Dual protection (against fleas and ticks)] 
Kills the Deer Tick, which may transmit Lyme Disease 
Kills and Repels mosquitoes (a major carrier of canine heartworm) 
[With [S-Methoprene] Insect Growth Regulator [IGR] to Break Flea Life Cycle] 
Convenient, easy to use ACCU-TIP DISPENSER [applicator][tube[ 
Spreads naturally with dog's movement (skin and hair oils) 
[Non-lrritating][New (use for first production only or 6 months)][Formula] 
]Water Resistant][Fast Actingll Long Lasting][Kills Fleas and Ticks by Contact] 
]Easy to use] Longer applicator tip for easy application to long-haired dogs 
[Fresh [Clean] [[See nt][ Smell] 
[Reapply monthly) [Suitable for year-round use][Month] sticker for home calendar 
[Satisfaction guaranteed or your money back] 

(Front or Back panel) 
ACTIVE INGREDIENTS: 
Etofenprox (CAS# 80844-07-1) ................................... . 
S-Methoprene (CAS# 65733-16-6) ............................. . 
Piperonyl Butoxide (CAS# 51-03-6)' 

.. 30.0% 

.. .. 3.6% 

.. .. 5.0% 
OTHER INGREDIENTS: ............................ . 
TOTAL 

........................... 61.4% 
100.0% 

*Equivalent to minimum 4.00% butylcarbityl (6-propylpiperonyl ether) and t.OO% related compounds 

KEEP OUT OF REACH OF CHILDREN 
CAUTION 

See Back Panel for [Ingredients andJ Additional Precautionary Statements 

NET CONTENTS: One 1.5 cc Applicator [tube] {Small Dogs)/ 
One 3.0 cc Applicator [tube] {Medium Dogs) 
One 6.0 cc Applicator [tube] (large Dogs) 
One 9.0 cc Applicator [tube] {Extra Large Dogs) 

EPA Reg. No. 2724-796 EPA Est. No .. 
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RF2042 [COSO] 
IMPORTANT! Intended for Use on Dogs 6 Months of Age or Older 
READ ENTIRE LABEL BEFORE EACH USE. USE ONLY ON DOGS. DO NOT USE ON OTHER 
ANIMALS! 

[RF2042]CDSO] prevents flea eggs from developing into adult fleas [more than 10 weeks] 
for up to [75 days][2.5 months]. RF2042 [COSO] also kills fleas and ticks for 3 weeks and kills and 
repels mosquitoes for 3 to 4 weeks.] 

DIRECTIONS FOR USE: It is a violation of Federal Law to use this product in a manner inconsistent 
with its labeling. 

RF2042 [COSO] prevents flea eggs from developing into adult fleas [more than 10 weel~s] 
for up to [75 days][2.5 months]. RF2042 [GDSGJ also !<ills !leas and ticks for 3 weeks and !<ills and 
repels mosquitoes for 3 to 4 wee!~s. 

RF2042 [COSO] works by application directly to the dog's skin, not to the hair. When applying, 
manually push aside dog's hair to a !low direct application to the skin. Do not get this product in dog's 
eyes or mouth. 
{(Note: Application now assumes one applicator per animal per application)] 

[Note: Each package contains sufficient tubes/applicators for [X] applications] 
FOR [SMALL][MEDIUM] SIZE DOGS 
1. Bend at perforation and tear off first applicator ]tube]. { 
2. Hold applicator {tube]{and bend area of plastic at perforation, tear off and discard.] Hold applicator 

]tube] upright and snap tip back, away from face and body. 
3. The dog should be standing for easy application. RF2042 [COSO] should be applied evenly to 

[two spots](small dogs)]three spots](medium dogs) on the top of the back from the shoulder to the 
base of the tail. At each spot, part the hair until the skin is visible. Place the tip of the tube on the 
skin and gently squeeze to expel a portion of the solution on the skin. Do not apply an excessive 
amount of the solution at any one spot that could cause some of the solution to run off the side of 
the dog. 

4. Do not spread RF2042]CDSO] by hand over the dog. Although the dog's skin and hair oils will 
naturally distribute the application over the entire dog, brushing the dog 12-24 hours after 
application will help to distribute the material over the skin .. 

5. Do not reapply product for 30 days unless re-treatment is required, but not sooner than 8 days 
after the initial treatment. Do not retreat more than once per month .. 

6. Discard empty {tube]{ applicator] as described in Storage and Disposal 

[Note: Each package contains sufficient tubes/applicators for ]X] applications] 
FOR [LARGE][EXTRA LARGE] DOGS 
1 Bend at perforation and tear off first applicator [tube]. ](Note- multi-applicati<1r r~.·&~;k)] 
2 Hold applicator [tube][and bend area of plastic at perforation, tear off and disCard.]' Hold d.tJpi[cator 

[tube] upright and snap tip back, away from face and body · · 
3 The dog should be standing for easy application. Apply RF2042]CDSO] ew•olv to four or "v> 

spots on the top of the back from the shoulder to the base of the tail. At each ~rot, part the hair 
until the skin is visible. Place the tip of the tube on the skin and gently squeeze to expel '? !J':lrtion 
of the solution on the skin. Do not apply an excessive amount of the solution at any one·sr:;ot that 
could cause some of the solution to run off the side of the dog. 
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[Alternate Directions for Use for multi-tube application 
3 The dog should be standing for easy application. Using the first applicator [tube], apply RF2042 

]COSO] evenly to four or five spots on the top of the back from the shoulder to the base of the tail. 
At each spot, part the hair until the skin is visible. Place the tip of the applicator [tube] on the skin 

and gently squeeze to expel a portion of the solution on the skin. Do not apply an excessive 
amount of the solution at any one spot that could cause some of the solution to run off the side of 
the dog. Using the second applicator ]tube], apply as indicated for first applicator [tube[ except 
start application at base of tail and apply on top of the back to the shoulder. 

4 Do not spread RF2042 [COSO] by hand over tihe dog. Although the dog's skin and hair oils will 
naturally distribute the application over the entire dog, brushing the dog 12-24 hours after 
application will help to distribute the material over the skin .. 

5 Do not reapply product for 30 days unless re-treatment is required, but not sooner than 8 days 
after the initial treatment. Do not retreat more than once per month. 

6 Discard empty [tube][applicator] as described in Storage and Disposal 

RF2042 [COSO[ is most effective when used as part of a total flea and tick management program. 
Use other [Brand Name] products registered for residential area control of these pests in conjunction 
with this treatment. Monthly treatments are required for optimal control and prevention of fleas. 

[The successive feeding activity of fleas on pets may elicit a hypersensitivity skin disorder known as 
ftea allergy dermatitis (FAD). Treatment of pets with RF2042 [COSO[ rapidly kills fleas and may 
reduce the incidence of this condition.] 

[RF2042 [COSO] is water resistant and remains efficacious following exposure to rainfall or 
swimming.l 

TREATMENT SCHEDULE 
Dosage: 1 applicator ever; 30 days per do 

Pet's Name First Treatment Date Second Treatment Date Third Treatment Date 
(30 Days From 1") (30 Days From 2"") 

Reminder: I purchased RF2042 [CDSO[from: NOTES: 
Treatment table can be expanded based on package s1ze. (6 months) 

STORAGE and DISPOSAL: . Pesticide Storage: Store in a cool area away from children and 
animals. Disposal: If empty: Do not reuse container [tube[[applicator]. Place in trash or offer for 
recycling if available. If partially filled: Call your local solid waste agency for disposal instructions. 
Never place unused product down any indoor or outdoor drain. 

PRECAUTIONARY STATEMENTS 
HAZARDS TO HUMANS AND DOMESTIC ANIMALS- CAUTION 
DO NOT USE ON DOGS LESS THAN 6 MONTHS OLD. For external use only. causes moderate eye 
irritation. Avoid contact with eyes or clothing. Wash thoroughly with soap and W3te'r ?fter handling and 
before eating, drinking, chewing gum, using tobacco, or using the toilet. Repeat-3d c;(posur·e tc- ~tofenprox 
can cause skin irritation. Consult a veterinarian before using this product on debilil:<::~ted, aged, pregnant, 
nursing, or animals on medication. Sensitivities may occur after using ANY pestit:•ae.product f0/ pets. If 
signs of sensitivity occur, bathe your pet with mild soap and rinse with large amountS of water. If signs 
continue, consult a veterinarian immediately. 
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FIRST AID 
If in eyes • Hold eye open and rinse slowly and gently with water for 15-20 minutes . 

• Remove contact lenses, if presen~ after first 5 minutes, then continue rinsing 

• Call a poison control center or doctor for treatment advice . 
Have the product container or label with you when calling a poison control center or doctor or going for treatment. 
You may also contact 1-SOO<XXX>XXXX foremeraencv medical treatment information. 

WARRANTY AND CONDITIONS OF SALE: 
Seller warrants that this product conforms to the chemical specifications expressed on the label. To the 
extent consistent with applicable law, Seller makes no other warranties, and disclaims all other warranties, 
express or implied, including but not limited to warranties of merchantability and fitness for the intended purpose. 
To the extent consistent with applicable law, seller's liability for default, breach, or failure under this label shall be 
limited to the amount of the purchase price. To the extent consistent with applicable law, Seller shall have no 
liability for consequential damages. 

In case of emergency or for product information, call 1-800-x:xx-xxxx. 

Wellmark International 
1501 E. Woodfield Road. 200W 
Schaumburg. Illinois 60173 
[URL] 
Made in USA 

NOT!FiC.<\TiON 

JUL 2 4 2009 
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Office of Pesticide Programs 
4Q1 M Streel SW 

DC 20460 

After a registrant has obtained final registration for the basic product, the registrant may then supplementally 
distribute his/her product. One form must be submitted for each distributor product and must be signed by the 
distributor involved. The basic registration number and the distributor company number must be shown. 

If a registrant has a potential distributor who does not have a company number assigned, she/he should have the 
distributor apply, on letterhead stationary, to the Registration Division to have a number assigned prior to submitting­
this form to the agency. 

basic registrant. The completed form must have 

1. The distributor product must have the same composition as the basic product. 
2. The distributor product must be manufactured and packaged by the same person who manufactures and packages 

the registered basic product. 
3. The labeling for the distributor product must bear the same claims as the basic product, provided, however, that 

specific claims may be deleted if by doing so. no other changes to the label are necessary. 
4. The product must remain in the manufacturer's unbroken container. 
5. The label must bear the EPA registration number of the basic product, followed by a hyphen and the distributor's 

company number. 
6. Distributor product labels must bear the name and address of the distributor qualified by such tenns as "packed 

for ... ," distributed by ... "; or sold by ... " to show that lhe name is not that of the manufacturer. 
7. All condltioli:s of the basic registration apply equally to distributor products. It is the responsibility of the basic 

~egistrant to see that all distributor labeling is kept in compliance with requirements placed on the basic product. 

We Intend to market our product under the Distributor Prodtlct Name specified above, subject to the conditions specified on this Noli co. 

Date 

.il 'd0\0 > 

,. 
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*Confidential Statement of Formula may be entitled to confidential treatment*




